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DEPARTMENTS  OF  LABOR,  HEALTH  AND 
HUMAN  SERVICES,  AND  EDUCATION  AND 
RELATED  AGENCIES  APPROPRIATIONS  FOR 
FISCAL  YEAR  1992 


TUESDAY,  MARCH  5,  1991 

U.S.  Senate, 

Subcommittee  of  the  Committee  on  Appropriations, 

Washington,  DC. 
The  subcommittee  met  at  2:08  p.m.,  in  room  SD-126,  Dirksen 
Senate  Office  Building,  Hon.  Harkin  (chairman)  presiding. 

Present:  Senators  Harkin,  Burdick,  Bumpers,  Specter,  Hatfield, 
and  Gorton. 

DEPARTMENT  OF  HEALTH  AND  HUMAN  SERVICES 
Office  of  the  Secretary 

STATEMENT  OF  HON.  LOUIS  W.  SULLIVAN,  SECRETARY 

BUDGET  REQUEST 

Senator  Harkin.  Grood  afternoon.  The  Subcommittee  on  Labor, 
Health  and  Human  Services,  Education,  and  Related  Agencies  will 
come  to  order. 

I  want  to  welcome  Secretary  Sullivan  this  afternoon  to  review 
with  us  the  fiscal  year  1992  budget  for  his  Department.  The  1992 
total  request  for  Department  programs  under  the  jurisdiction  of 
this  subcommittee,  is  $160.6  billion,  of  which  $22.8  billion  is  for 
discretionary  programs  and  $137.8  billion  is  for  mandatory  pro- 
grams. 

Again,  as  in  the  past  years,  we  see  mandatory  spending  increas- 
ing by  10.6  percent,  well  over  the  rate  of  inflation,  while  discre- 
tionary programs  are  increasing  by  only  0.9  of  1  percent,  well 
below  the  rate  of  inflation.  The  request  would  permit  mandatory 
programs  to  grow  by  $13.2  billion  and  discretionary  programs  have 
a  net  growth  of  only  $200  milhon. 

In  addition  to  these  requests,  the  Department  will  have  an  esti- 
mated $448  billion  available  from  the  permanent  trust  funds.  This 
will  result  in  total  1992  spending  authority  available  to  the  Depart- 
ment to  be  an  estimated  $609  billion,  or  41  percent  of  the  entire 
Federal  Government. 

This  afternoon's  hearing  will  be  followed  by  five  additional  hear- 
ings to  examine  in  greater  detail  the  requests  of  the  various  agen- 
cies in  the  Department  of  Health  and  Human  Services.  This  hear- 
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ing  will  permit  us  to  discuss  a  number  of  broad  policy  questions 
with  the  Secretary. 

Mr.  Secretary,  over  this  last  year  I  want  to  especially  compliment 
you  on  speaking  out  against  the  marketing  plan  of  R.J.  Reynolds 
to  target  new  cigarettes  for  use  by  young  women.  And  I  could  not 
help  but  notice  tne  button  you  have  on  your  coat,  and  I  appreciate 
that. 

[The  button  worn  was  a  picture  of  a  cigarette  with  the  universal 
slash  signifying  NO]. 

This  kind  of  leadership  is  to  be  applauded  and  I  applaud  you  for 
it.  However,  I  would  note  for  the  record  that  R.J.  Reynolds  has  con- 
tinued their  efforts  at  marketing  research  or  testing  the  market  for 
the  introduction  of  the  cigarettes  that  are  targeted  toward  young 
women  I  guess — the  Dakota  cigarette.  Evidently  they  are  going 
ahead  with  it.  Whatever  else  you  can  say  about  it,  please  continue 
to  take  the  great  leadership  you  have  in  the  past  on  that  issue. 

I  also  want  to  compliment  you  on  the  several  initiatives  included 
in  your  budget  that  provide  a  7.8-percent  increase  for  programs  fo- 
cused on  health  promotion  and  disease  prevention.  I  believe  that  is 
going  in  the  right  direction.  Last  month  I,  along  with  some  of  my 
colleagues,  introduced  a  package  of  seven  bills  to  increase  the  focus 
on  existing  and  new  programs  for  health  promotion  and  disease 
prevention.  And  this  year  with  your  support,  and  hopefully  the 
support  of  the  subcommittee,  I  hope  to  give  priority  funding  atten- 
tion to  the  many  programs  in  your  Department  that  are  focused  in 
this  area  of  prevention  and  health  promotion. 

At  the  same  time  I  must  admit  that  I  am  not  overenthused  with 
the  budget  for  programs  of  rural  health.  You  propose  to  discontinue 
funding  for  the  Rural  Health  Transition  Grant  Program,  Mr.  Sec- 
retary, and  we  will  be  discussing  that  as  we  go  along.  It  is  some- 
thing that,  I  cannot  speak  for  other  States,  but  I  know  in  Iowa, 
these  small  hospitals  have  used  these  rural  hospital  transition 
grants  to  great  effect.  No  funding  is  requested  for  the  Essential  Ac- 
cess Community  Hospital  Program  or  the  Rural  Primary  Care  Hos- 
pital Program.  Again,  these  are  not  big  programs,  but  they  are  very 
meaningful  programs  to  small  hospitals  in  rural  areas  of  America. 

Again,  Mr.  Secretary,  I  am  not  going  to  go  through  all  of  this. 
I  will  just  submit  a  lot  of  this  for  the  record.  However,  some  of  the 
numbers  that  we  see  in  here,  we  will  be  going  through  that  with 
you  today. 

Again,  I  want  to  compliment  you  on  your  concern  and  support  for 
an  expanded  infant  mortality  initiative.  I  must  tell  you  as  I  have 
in  private — now  I  will  say  it  in  public— that  I  have  serious  concerns 
about  the  way  that  we  have  proposed  to  finance  this  initiative  by 
retargeting  some  of  these  moneys.  And  we  will  discuss  that,  I  am 
sure,  in  our  question  and  answer  period.  As  someone  who  has 
worked  long  and  hard  to  fund  the  Maternal  and  Child  Health  Care 
Program,  tnere  has  to  be  some  other  way  of  funding  this  new  ini- 
tiative, which  I  am  all  for,  other  than  going  after  the  Maternal  and 
Child  Health  Care  Block  Grant  Pro-am. 

And  not  to  mention  the  problem  m  rural  America  for  infant  mor- 
tality also,  and  we  do  have  a  problem  in  rural  America.  In  fact,  the 
incidence  of  infant  mortality  between  1  month  and  12  months  is 
higher  in  rural  areas,  I  am  told,  than  it  is  in  the  cities.  And,  so. 
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if  you  are  just  going  to  target  the  cities,  that  leaves  a  lot  of  the 
rural  areas  out. 

But  again,  Mr.  Secretary,  as  I  said  to  Secretary  Martin  this 
morning,  I  do  not  look  upon  these  hearings  in  any  way  as  being 
confrontational.  We  have  worked  together  in  the  past.  We  both 
share  a  number  of  the  same  concerns.  I  look  upon  this  as  a  way 
of  sort  of  conversing  with  you  about  the  goals  of  your  Department 
for  the  next  fiscal  years,  our  goals  that  each  of  us  have  or  collec- 
tively that  we  might  have  here,  give  you  an  idea  of  some  of  the  di- 
rections that  we  may  be  taking,  and  to  get  from  you  a  policy  out- 
line of  where  you  want  to  take  the  Department  over  the  next  cou- 
ple of  years  so  that  we  can  mesh  your  requests  with  the  budget 
that  we  have  to  work  imder. 

So,  in  that  spirit,  I  welcome  you  again  to  the  subcommittee.  I 
look  forward  to  working  with  you. 

I  would  yield  to  my  distinguished  colleague,  ranking  member  of 
the  committee.  Senator  Specter,  for  any  comments  that  he  has. 

OPENING  REMARKS  OF  SENATOR  ARLEN  SPECTER 

Senator  Specter.  Thank  you,  Mr.  Chairman. 

Mr.  Secretary,  I  join  my  distinguished  colleague.  Chairman  Har- 
kin,  in  welcoming  you  here  and  congratulate  vou  on  an  outstanding 
record.  I  think  back  2  years  ago  to  about  this  time  and  the  con- 
firmation process  and  tne  achievements  of  the  past  2  years.  And 
you  have  hit  the  ground  galloping  and  have  accomplished  a  great 
deal  in  a  very,  very  difficult  Department. 

When  the  time  comes  for  a  markup,  this  subcommittee  has  enor- 
mous difficulties  because  of  the  very  heavy  competition  on  so  many 
items  of  maior  importance.  And  as  I  look  down  the  summary  sheet 
of  some  of  tne  items  that  we  have  to  concern  ourselves  with  on  the 
issues  of  drug  treatment,  the  issue  of  substance  abuse  for  the 
homeless,  and  AIDS,  and  low-income  home  energy  assistance,  and 
the  National  Institutes  of  Health,  and  the  various  programs  there, 
research  on  diabetes  or  cancer  or  mental  health,  it  is  an  extraor- 
dinarily difficult  job  which  we  have  with  such  a  limitation  of  funds 
in  these  critical  areas. 

When  Chairman  Harkin  comments  about  rural  health,  I  would 
echo  his  concerns.  Pennsylvania  is  a  State  with  an  enormous  rural 
population.  People  are  sometimes  surprised  to  hear  the  statistic 
that  there  are  more  people  living  in  rural  Pennsylvania  than  live 
in  the  rural  part  of  any  other  State  in  the  United  States,  some  2.5 
million  people,  so  that  is  a  matter  where  I  would  echo  what  Sen- 
ator Harkin  has  expressed  his  concern  about. 

The  issue  of  infant  mortality  is  a  matter  of  grave  concern,  and 
I  applaud  the  initiatives  which  you  have  made.  And  this  is  some- 
thing we  discussed  earlier,  and  I  recollect  studies  which  came  out 
of  Pennsylvania's  city  of  Pittsburgh,  about  a  very  high — one  of  the 
highest  in  the  country  of  infant  mortality  among  blacks  and  activi- 
ties which  were  imdertaken  in  the  early  to  mid  1980's  on  the  sub- 
ject. And  while  I  am  with  you  on  the  need  for  funding  there,  it  is 
going  to  be  a  matter  of  finding  where  we  can  determine  the  offsets 
so  that  we  c?.n  move  ahead  on  those  programs. 

But  this  subcommittee  has  worked  very  cooperatively  with  your 
Department  and  I  am  sure  we  will  do  so  in  the  future.  And  some- 
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how  we  seem  to  make  the  accommodations  necessary — at  least  we 
have  in  the  2  years  that  I  have  been  the  ranking  Republican  on 
this  subcommittee  working  with  Senator  Harkin.  And  we  follow  a 
path  blazed  by  our  distinguished  ranking  member  of  the  full  com- 
mittee, the  former  chairman,  Senator  Hatfield.  So  I  look  forward 
to  working  with  you. 

I  want  to  say  that  I  will  be  in  and  out  today.  We  have  Secretary 
Brady  in  another  subcommittee  meeting  at  2:30  and  I  have  to  be 
on  the  floor,  but  I  will  return  a  little  later. 

Thank  you,  Mr.  Chairman. 

Senator  Harkin.  Thank  you.  Senator  Specter. 

Senator  Bumpers. 

Senator  Bumpers.  I  have  no  opening  statement. 
Senator  Harkin.  Senator  Gorton.  Senator  Hatfield. 
Senator  Hatfield.  No  opening  statement. 

PREPARED  STATEMENT  OF  SENATOR  COCHRAN 

Senator  Harkin.  Thank  you,  again,  very  much.  I  would  like  to 
insert  Senator  Cochran's  statement  in  the  record. 
[The  statement  follows:] 

Statement  of  Senator  Thad  Cochran 

Mr.  Secretary,  it  is  a  pleasure  to  see  you  again.  Yours  has  become  a  familiar  face 
in  Mississippi,  and  we  appreciate  the  fine  remarks  you  have  made  at  graduation 
ceremonies  and  other  events  in  my  state. 

I  am  pleased  to  see  so  much  emphasis  in  your  budget  request  placed  on  infant 
mortality  and  minority  health  issues.  As  you  well  know,  those  are  two  of  the  great- 
est health  concerns  in  Mississippi.  I  want  to  work  with  you  in  whatever  ways  I  can 
to  address  those  issues  in  a  productive  way.  I  am  concerned  that  the  infant  mortal- 
ity initiative  is  aimed  at  urban  areas,  and  that  binding  would  be  redirected  from 
community  health  centers,  where  much  of  the  success  in  reducing  infant  mortality 
has  occurred.  But  I  am  sure  we  can  work  through  those  differences. 

I  also  appreciate  your  efforts  to  find  ways  to  battle  the  escalation  of  health  care 
costs.  I  think  the  two  most  important  domestic  issues  facing  our  nation  are  the  ac- 
cess, quality  and  affordability  of  education,  and  the  access,  quality  and  aCTordability 
of  health  care,  especially  long-term  care  for  our  elderly  and  disabled  population.  As 
our  population  ages,  this  proolem  will  be  magnified.  There  are  no  quick-fixes,  and 
I  appreciate  your  efforts  to  study  this  problem  so  that  we  don't  end  up  just  throwing 
money  at  the  problem,  but  that  we  develop  a  long-term^  sensible  strategy  for  ad- 
dressing the  health  care  needs  of  our  country. 

I  look  forward  to  woiking  with  you  this  year,  and  I  hope  you  will  call  on  me  for 
any  assistance  I  can  provide. 

OPENING  REMARKS  OF  SECRETARY  SULLIVAN 

Senator  Harkin.  Dr.  Sullivan,  thank  you  for  being  here.  And 
welcome  back  again,  and  the  floor  is  yours.  Please  proceed  as  you 
so  desire. 

Secretary  Sullivan.  Thank  you,  Mr.  Chairman,  Mr.  Specter,  and 
members  of  the  committee. 

It  is  a  great  pleasure  for  me  to  have  this  opportunity  to  appear 
before  you  to  discuss  my  Department's  priorities  and  our  proposed 
budget  for  fiscal  year  1992.  I  have  already  submitted  for  the  record 
a  reasonably  detailed  overview  of  our  proposals.  You  are  very  fa- 
miliar with  these  figures,  and,  therefore,  I  would  like  to  utilize  my 
time  to  emphasize  a  part  of  my  written  testimony  with  you. 

I  would  like  to  specifically  focus  my  comments  on  programs  and 
initiatives  on  behalf  of  the  Nation's  children.  And  by  doing  that  to 
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highlight  this  administration's  thoughts  on  how  best  to  confront 
the  many  serious  economic  and  health  threats  to  our  Nation's  chil- 
dren. 

Let  me  begin  by  telling  you  about  a  trip  that  I  made  far  from 
our  shores.  At  the  request  of  President  Bush,  I  recently  visited 
eight  countries  in  Africa  to  assess  the  catastrophic  rates  of  illness 
and  mortality  for  children  on  that  vast  continent.  There,  during  the 
month  of  January,  I  witnessed  almost  unimaginable  tragedy.  Mil- 
lions upon  millions  of  children  dying  each  year  from  malnutrition, 
dehydration,  dysentery,  malaria,  AIDS,  and  many  other  deadly,  yet 
preventable,  diseases. 

In  many  of  these  countries,  the  family  structure  has  been  com- 
pletely shattered  by  disease,  by  poverty,  and  by  despair.  In  other 
countries  on  that  continent,  civil  strife  has  ripped  asunder  the  tra- 
ditional sense  of  family  and  commimity  that  held  many  of  these 
tribes  together.  But  in  spite  of  that  picture  and  in  spite  of  sorely 
inadequate  resources,  I  witnessed  valiant,  dramatic  efforts  being 
made  by  committed  professionals  and  political  leaders,  and  most 
importantly  individuals  in  local  communities  to  take  personal,  di- 
rect action  to  solve  these  problems. 

Now,  strangelv,  Mr.  Chairman,  many  of  us  in  this  country  expect 
such  a  picture  n-om  abroad.  And  the  magnitude  of  these  problems 
is  truly  beyond  human  comprehension.  But  the  untold  story  is 
what  is  being  achieved  by  local  action  and  personal  involvement. 
When  I  returned  I  told  President  Bush  that  we  must  do  more  to 
broaden  our  support  for  Africa  in  cooperation  with  other  nations 
and  with  international  agencies  to  help  these  committed  people 
help  themselves. 

I  mention  the  devastation  in  Africa  and  the  remarkable  successes 
underway  in  spite  of  that,  not  as  a  counterpoint  to  our  own  prob- 
lems, but  rather  to  underline  the  fact  that  there  are  similar  trage- 
dies here  at  home  within  our  own  borders.  And  these  tragedies 
need  a  similar  prescription  and  that  is  a  climate  of  personal  re- 
sponsibility, of  personal  involvement  to  address  our  Nation's  health 
care  concerns. 

As  you  know,  Mr.  Chairman,  we  spend  more  per  capita  on  health 
care  than  any  other  nation  on  the  globe.  And  most  of  us  have  come 
to  expect  that  our  high-tech  medical  system  operated  by  some  of 
the  best  trained  health  professionals  in  the  world  sets  us  apart. 
But  that  belief  comes  from  a  false  sense  of  security,  a  profound 
misimderstanding  of  our  people  and  of  the  nature  of  disease  and 
the  impact  of  our  social  structures. 

As  a  result,  the  suffering  of  our  own  children  is  sometimes  ig- 
nored, often  misunderstood.  For  example,  in  our  country  we  have 
a  shockingly  high  rate  of  infant  mortality,  higher  than  that  of  23 
other  countries  aroimd  the  globe.  And  in  the  black  community,  the 
infant  mortality  rate  is  twice  that  of  the  white  community. 

In  this  coimtry,  we  also  allow  as  much  as  one  in  every  five  chil- 
dren to  live  in  poverty.  Now,  many  of  you  know  what  that  means. 
Once  we  get  beyond  the  facts  and  figures,  beyond  the  textbooks, 
the  graphs,  the  charts,  and  the  hearings — once  we  get  beyond  all 
of  that,  we  find  a  world  of  despair,  of  desperation,  anger,  and  pre- 
mature death. 
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In  this  country,  poor  health  has  become  epidemic  for  our  chil- 
dren. For  many,  their  daily  experience  is  virtually  Third  World.  It 
includes  poor  diet,  early  and  more  frequent  health  problems,  untold 
humiliation  and  deprivation.  And  it  also  includes  virtual  entrap- 
ment in  a  cycle  of  poverty,  and  that  ensures  that  future  genera- f 
tions  will  walk  in  the  same  footsteps. 

In  this  coimtry,  we  are  quite  familiar  with  family  breakups.  One 
out  of  every  two  marriages  breaks  up,  thus  many  of  our  children 
are  raised  in  single  parent  families.  And  our  children  pay  a  high 
price  for  this  when  a  family  fails.  Because  study  after  study  docu- 
ments that  family  breakups  are  correlated  with  higher  rates  of  ill- 
ness, of  poverty,  of  domestic  violence,  of  dropping  out  of  school,  of 
teen  pregnancy,  and  trouble  with  the  law.  In  fact,  many  of  our  chil- 
dren come  to  live  in  a  world  of  disease,  parasitic  violence,  and  gang  i 
warfare. 

It  is  shocking  that  homicide  is  a  leading  cause  of  premature  j 
death  in  our  society  for  those  under  the  age  of  65.  And  homicide 
is  the  leading  cause  of  death  for  young  black  males  between  the 
ages  of  15  and  24.  Some  of  our  scholars  and  our  social  workers  and 
clergy  and  our  community  leaders  have  tried  to  tell  us  about  this 
in  the  past,  the  breadth  and  depth  of  the  despair.  And  we  have  lis- 
tened sometimes  and  at  other  times  we  have  acted  on  their  wis- 
dom. 

But  I  maintain  that  we  now  must  listen  more  carefully  and  act 
more  wisely.  As  policymakers  and  as  a  Nation,  we  can  no  longer 
afford  to  be  ignorant  or  to  shrug  off  responsibility  or  set  these  prob- 
lems on  a  shelf  until  a  more  convenient  moment  arrives. 

It  is  true  that  we  need  Federal  dollars  as  part  of  our  response, 
and  I  believe  that  our  budget  is  a  sound  and  prudent  step  in  the 
right  direction.  In  1991  alone  at  HHS,  we  devoted  almost  $5  billion 
for  infant  and  child  health  services  and  research.  This  year  we  i 
must  devote  a  substantial  sum  again,  and  the  President  nas  pro- 
posed additional  funding.  But  we  must  work  harder  to  cut  the  rate 
of  infant  mortality.  What  seems  to  be  missing  are  innovative,  effec- 
tive programs  to  persuade  and  to  motivate  women  in  high-risk 
areas  to  seek  early  prenatal  and  perinatal  care. 

So  in  addition  to  our  ongoing  efforts,  we  have  determined  that 
funds  must  be  specifically  directed  to  targeted  areas  where  infant 
mortality  is  extremely  high.  Such  targeted  spending  would  make  a 
difference  and  would  save  the  lives  of  many  of  our  babies. 

The  1992  request  includes  a  new  initiative  for  commxmity-ori- 
ented  programs  to  reduce  barriers  to  appropriate  prenatal  and 
perinatal  care  for  pregnant  women  and  infants.  Over  $171  million 
will  be  directed  in  fiscal  year  1992  to  these  target  areas.  Now,  some 
of  this  money,  about  $30  million,  would  come  from  programs  al- 
ready designed  to  deal  with  children's  health  problems.  But  most 
of  the  money  would  be  new  spending  authority  designed  to  tackle 
infant  mortality  in  precisely  those  areas  most  in  need. 

Our  new  initiative  will  help  high-risk  pregnant  women  in  tar- 
geted areas  to  utilize  Medicaid  and  other  income-support  programs. 
We  will  also  examine  social  and  nonfinancial  barriers  that  prevent 
pregnant  women  from  receiving  appropriate  prenatal  and  perinatal 
care  for  themselves  and  their  infants.  We  will  also  work  to  increase 
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access  to  care  for  high-risk  women  and  to  develop  treatment  pro- 
grams. 

After  birth,  children  need  access  to  essential  programs.  So  I  am 
pleased  to  announce  that  we  are  requesting  $6  billion  in  fiscal  year 
1992  for  programs  designed  to  improve  access  to  care  for  children 
and  youth.  Tnis  represents  an  increase  of  $659  million  or  12  per- 
cent over  fiscal  year  1991  levels  for  activities  such  as  child  care, 
Head  Start,  child  welfare  services,  and  child  protective  services  to 
abused  and  neglected  children. 

As  part  of  this  request  we  are  asking  for  approximately  $4  billion 
for  child  care  and  development  programs.  This  represents  a  $366 
milhon  increase,  or  11  percent,  over  fiscal  year  1991  and  a  $2  bil- 
lion increase,  or  more  than  100  percent,  over  the  2-year  period. 

Now  Head  Start  is  one  of  our  most  important  and  one  of  our 
most  successful  governmental  programs  to  help  our  children. 
Therefore,  we  are  asking  for  a  total  of  $2.1  billion  for  Head  Start 
in  1992  which  represents  an  increase  of  $100  million  over  fiscal 
year  1991,  and  an  $817  million,  or  66  percent,  increase  since  Presi- 
dent Bush  took  office.  This  will  allow  us  to  reach  over  633,000  eligi- 
ble children,  an  increase  of  almost  180,000  during  this  3-year  pe- 
riod. 

State  child  welfare  services  agencies  cope  with  family  disruption 
and  breakup.  The  1992  budget  provides  $364  million  for  child  wel- 
fare services,  an  increase  of  $90  million  or  33  percent  over  1991 
funding  levels. 

We  also  need  to  open  up  our  hearts  and  create  homes  for  many 
of  our  children.  We  believe  that  the  number  of  children  now  in  fos- 
ter care  exceeds  360,000,  so  our  proposed  budget  includes  $2  billion 
for  1992  payments  to  States  for  foster  care  and  adoption  assistance, 
$203  million  more  than  1991. 

We  will  also  continue  our  commitment  to  children  in  other  pro- 
grams, for  example,  aid  to  families  with  dependent  children  grows 
in  1992  to  $11.7  billion,  an  increase  of  $839  million  or  7.4  percent 
over  prior  year  levels.  This  increase  is  the  result  of  ongoing  growth 
in  case  loads,  of  increases  in  States'  payment  standards,  and  a  full 
implementation  of  benefits  for  imemployed-parent  families. 

But  we  need  much  more  than  money.  The  President  is  doing  his 
part.  But  all  of  us  have  a  role  to  play.  We  need  political  as  well 
as  moral  leadership.  We  need  to  revitalize  our  sense  of  community 
and  recognize  our  mutual  need  and  dependence  on  each  other,  and 
develop  steadfast  resolve  to  end  the  suffering,  the  disease,  and  the 
death  that  we  inflict  on  our  own  children. 

Obviously,  one  of  the  most  threatening  and  most  subtle  evils  fac- 
ing our  society  is  the  erosion  of  basic  values  and  the  breakdown  of 
the  institutions  which  teach  them,  namely  family  and  community. 
We  must  work  to  keep  our  families  together.  We  must  increase  our 
efforts  to  strengthen  our  communities.  In  short,  we  must  all  accept 
our  personal  responsibility  to  create  a  better,  a  safer,  and  a 
healthier  environment  in  which  to  raise  our  children.  In  other 
words,  we  must  work  together  individually  and  as  a  commimity  on 
behalf  of  our  children,  fostering  a  culture  of  character,  a  climate  of 
personal  and  societal  responsibility. 

As  we  saw  so  dramatically  in  Africa  in  January,  Government 
programs  are  important,  but  many  of  our  children  and  many  of  the 
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problems  that  they  have  are  s)nnptoTns  of  a  culture  of  despair,  of 
indifference,  and  unconcern.  Aiid  this  requires  us  to  change  atti- 
tudes, as  well  as  to  cure  illness,  to  make  better  decisions  to  reduce 
morbidity  and  mortality  and  to  increase  vitality  and  fulfillmept  in 
all  stages  of  the  lives  of  our  citizens. 

A  culture  of  character  is  something  that  money  cannot  buy  but 
that  our  individual  decisions  can  create.  It  must  be  a  necessary,  de- 
cisive element  in  our  efforts  to  help  our  children  survive  and  to 
grow  into  healthy  and  responsible  adults. 

PREPARED  STATEMENT 

So  Mr.  Chairman  and  members  of  the  committee,  the  President 
and  I  need  your  help  and  we  need  your  support.  Surely,  our  part- 
nership can  be  a  formative  first  step.  ♦ 

Thank  you. 

[The  statement  follows:] 

Statement  OF  Louis  W.  Sullivan 

Mr.  Chairman  and  members  of  the  committee,  thank  you  for  inviting  me  here 
today  to  discuss  the  President's  fiscal  year  1992  budget  proposal  for  the  E^partment 
of  Health  and  Human  Services.  Our  Dudget  totals  $525  billion,  an  increase  of  $39 
billion,  or  8  percent  over  current  year  spending. 

Our  appropriation  request  for  HHS  programs  considered  by  this  Committee  totals 
$161  billion.  This  is  $13  billion  over  1991,  or  an  increase  of  9  percent. 

This  budget  reflects  the  President's  and  my  own  priorities  for  the  programs  and 
services  deuvered  by  this  Department  and  I  look  forward  to  working  with  the  Con- 
gress for  the  enactment  of  this  budget. 

We  find  ourselves  at  a  unique  time  in  our  ability  to  address  the  health  care  needs 
of  this  Nation.  We  are  faced  with  grave  public  health  challenges  such  as  unaccept- 
ably  hi^  rates  of  infant  mortality — particularly  in  our  minority  communities,  tne 
devastating  impacts  of  drug  abuse,  and  far  too  many  deaths  from  preventable  dis- 
eases. These  problems  and  others  extract  an  enormous  toll  from  our  society  in  terms 
of  personal  suffering  as  well  as  spiralling  socioeconomic  costs.  Certainly  these  prob- 
lems cannot  be  solved  overnight.  However,  we  can  have  a  tremendous  impact  by 
using  our  resources  to  improve  both  the  scope  and  delivery  of  our  health  care  serv- 
ices, oy  expanding  our  unaerstfinding  of  life  processes  and  disease  through  research, 
and  by  calling  on  eveiy  citizen  to  take  personal  responsibUity  for  making  positive, 
healthy  choices  for  their  lives. 

During  1992,  we  will  continue  our  work  to  improve  the  health  and  well-being  of 
this  Nation  by  helping  children  and  strengthening  families;  by  improving  the  health 
status  of  minority  and  low-income  Americans;  by  intensifying  oisease  prevention 
and  health  promotion  activities;  by  advancing  our  scientific  understanding  of  the 
basic  biomedical  and  behaviorcd  research  opportunities  before  us;  and  by  continuing 
to  improve  the  delivery  of  programs  and  services  for  which  we  are  responsible. 

I  would  now  like  to  share  with  you,  in  greater  detail,  how  our  1992  budget  will 
help  us  to  be  responsive  to  the  enormous  challenges  before  us: 

During  1992,  HHS  will  provide  over  $6  billion  for  child  care,  child  development 
and  child  welfare  programs  for  America's  families  in  need.  This  amount  represents 
an  increase  of  $659  million,  or  11  percent  over  1991  levels.  Let  me  briefly  highlight 
these  programs  for  you. 

The  1992  budget  proposes  spending  $4  billion  on  child  care  and  development,  a 
$366  million  or  11  percent  increase  over  1991.  These  programs  recognize  the  critical 
role  that  child  care  plays  in  assisting  low-income  families  achieve  and  maintain  eco- 
nomic self-sufficiency.  Included  is  $732  million  for  the  new  Child  Care  and  Develop- 
ment Block  Grant  enacted  by  Congress  last  Fall;  $300  million  for  At-Risk  Child 
Care  grants  which  will  provide  child  care  to  families  at  risk  of  becoming  dependent 
on  welfare  if  it  were  not  for  child  care  assistance;  $350  million  for  child  care  that 
will  support  Aid  to  Families  with  Dependent  Children  (AFDC)  recipients'  efforts  to 
leave  welfare;  and  $83  million  for  Transitional  Child  Care  to  help  prevent  families 
from  returning  to  welfare. 

As  you  know,  educating  our  youth  is  a  top  priority  of  this  Administration.  The 
Head  Start  program  has  been  one  of  the  most  important  and  successful  govern- 
mental efforts  to  help  children  enter  school  ready  to  learn.  Hiis  budget  includes  $2 
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billion  for  Head  Start,  an  increase  of  $100  million  over  1991;  the  amount  of  our  in- 
crease was  dictated  by  our  management  concerns  for  the  program.  These  funds  will 
be  used  not  only  to  expand  enrollment  in  the  Head  Start  program  but  also,  most 
importantly,  to  assure  the  proper  management  of  the  huge  inmsion  of  funds  Head 
Start  has  received  over  the  past  two  years.  We  are  very  pleased  to  report  that  by 
the  end  of  fiscal  year  1992,  the  Head  Start  program  will  enroll  180,000  more  chil- 
dren than  we  did  before  President  Bush  and  I  came  into  office. 

State  Child  Welfare  Services  agencies  and  Foster  Care  and  Adoption  Assistance 
programs  cope  with  large  numbers  of  troubled  children  and  fanulies  and  create 
homes  for  many  of  our  Nation's  children.  The  1992  budget  includes  $2  billion  for 
payments  to  States  for  Foster  Care  and  Adoption  Assisttince,  $203  million  above  the 
1991  level,  for  children  currently  in  foster  and  adoptive  homes.  The  1992  budget 
also  provides  $364  million  for  Child  Welfare  Services,  a  $90  million  or  33  percent 
increase  over  1991,  to  strengthen  efforts  to  prevent  children  from  entering  foster 
care. 

The  Department  wUl  also  enhance  efforts  to  protect  children  from  abuse  and  ne- 
glect. Funds  are  reqruested  to  increase  coordination  of  child  abuse  and  neglect  pre- 
vention efforts,  evaluate  treatment  innovations,  and  implement  a  new  National 
Child  Abuse  and  Neglect  Reporting  System  to  further  our  understanding  of  the 
causes  and  extent  of  child  abuse  and  neglect. 

As  Secretary  of  HHS,  one  of  my  top  priorities  is  to  lessen  the  burden  of  disease, 
disability  and  premature  death  which  disproportionately  affects  many  of  our  poor 
and  minority  citizens.  Key  factors  contributing  to  the  continuing  disparity  in  the 
health  status  between  minority  and  non-minonty  Americans  are  the  lack  of  access 
to  adecjuate  health  care  and  an  insufficient  number  of  adequately  trained  health 
professionals  serving  minorities  and  economically  disadvantaged  populations. 

I,  along  with  many  others,  am  disturbed  that  the  U.S.  intant  mortality  rate  con- 
tinues to  be  worse  than  that  of  nearly  every  other  industrialized  country  in  the 
world.  The  rate  within  our  black  community  is  more  than  twice  that  within  our 
white  community.  The  1992  budget  reguests  $5  billion  to  continue  our  efforts  to  re- 
verse this  tragic  statistic.  Included  witnin  this  total  is  $171  million  for  an  initiative 
that  targets  funds  to  communities  suffering  from  the  highest  rates  of  infant  mortal- 
ity in  order  to  remove  the  barriers  that  prevent  pregnant  women  and  teenagers 
from  receiving  prenatal  and  perinatal  care  for  themselves  and  their  infants.  There 
is  still  much  work  that  needs  to  be  done  in  this  area;  the  additional  fiinds  requested 
are  critical  in  enabling  us  to  save  more  lives. 

Additionally,  the  1992  budget  request  of  $170  million  represents  more  than  a  28 
percent  increase  in  our  efforts  to  train  health  professionals  who  are  interested  in 
serving  minority  and  low-income  populations.  Prominent  elements  of  this  initiative 
include  significant  expansion  of  the  National  Health  Service  Corps  recruitment  pro- 
gram, recapitalizing  tne  Health  Professional  Student  Loan  program,  and  the  estab- 
lishment of  a  new  Federed  construction  program  to  enable  historically  black  colleges, 
universities,  and  similar  institutions  to  improve  their  research  infrastructure  and 
increase  their  competitiveness  for  Federal  research  funds. 

Of  equal  importance  as  providing  access  to  health  care  is  preventing  disease. 
Throughout  HHS,  we  are  seeking  more  than  $7  billion  for  prevention  activities,  a 
9-percent  increase  over  1991. 

Breast  cancer  remains  one  of  the  leading  causes  of  death  for  women  aged  35  to 
54.  Early  detection  and  diagnosis  are  key  elements  to  combating  these  preventable 
deaths.  The  1992  request  includes  $50  million  to  assist  States  and  local  healtii  de- 
partments in  offering  breast  and  cervical  cancer  screening  programs  for  low-income 
and  disadvantaged  women,  an  increase  of  71  percent  compared  to  fiscal  year  1991. 
Additionally,  for  women  over  65,  mammography  screenings  are  now  available  as  a 
covered  service  under  Medicare. 

Our  prevention  effort  also  seeks  $258  million  for  child  immunizations,  an  increase 
of  $40  million  or  19  percent  over  1991.  Under  the  leadership  of  the  Centers  for  Dis- 
ease Control,  many  childhood  diseases,  such  as  tetanus,  diphtheria,  and  polio  have 
been  brought  almost  entirely  under  control.  However,  outbreaks  of  other  childhood 
diseases,  such  as  measles,  mumps,  rubella,  and  pertussis  still  exist,  particularly 
among  pre-school,  inner-city  children.  These  resources  wiU  focus  efforts  to  remove 
barriers  currently  hindering  delivery  of  immunization  services  to  poor  and  dis- 
advantaged children. 

Recently,  the  Centers  for  Disease  Control  announced  that  over  100,000  Americans 
have  died  from  AIDS.  We  must  continue  both  our  research  and  education  efforts  to 
reach  all  Americans  with  understandable  and  accurate  prevention  information.  In 
1992,  AIDS  research,  prevention,  and  education  efforts  throughout  the  Public 
Health  Service  will  receive  almost  $2  billion,  a  50-percent  increase  since  I  took  of- 
fice. 
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Drug  abuse  continues  to  extract  too  high  a  toll  on  our  children,  on  our  families 
and  on  our  society  as  a  whole.  We  have  requested  an  increase  of  $108  million  for 
drug  abuse  treatment,  research  and  prevention  efforts  throughout  the  Alcohol  Drug 
Abuse  and  Mental  Health  Administration.  Included  in  this  total  is  $99  million  to 
expand  the  overall  drug  abuse  treatment  capacity  of  the  Nation.  Resources  will  be 
focused  in  areas  where  the  current  drug  abuse  problem  far  outstrips  the  capacity 
to  provide  treatment  services.  The  total  lunding  for  drug  abuse  research,  prevention 
and  treatment  activities  within  HHS  is  $2  billion,  an  historically  high  level  of  sup- 
port. 

Almost  a  third  of  the  discretionary  expenditures  for  HHS — or  nearly  $10  billion — 
are  devoted  to  the  biomedical  and  behavioral  research  efforts  carried  out  by  the  Na- 
tional Institutes  of  Health  and  the  Alcohol  Drug  Abuse  and  Mental  Health  Adminis- 
tration. The  6  percent  requested  increase  of  $581  million  will  fund  ongoing  research 
in  the  prevention  and  treatment  of  diseases  such  as  cancer,  AIDS  and  other  sexually 
transmitted  diseases,  heart  disease,  and  stroke.  This  budget  directs  funds  toward 
a  variety  of  initiatives,  including  efforts  to  map  the  human  genome,  developing 
drugs  to  treat  people  suffering  from  mental  health  disorders  and  drug  and  alcohol 
addiction,  and  re-building  the  research  infrastructure  on  the  NIH  campus. 

As  a  result  of  a  growing  national  concern  over  both  the  quality  and  rising  costs 
of  health  care,  the  Agency  for  Health  Care  Policy  and  Research  was  created  one 
year  ago  to  oi^anize  and  support  research  studies  focused  on  improving  health  care 
delivery  methods.  The  budget  for  1992  includes  $122  million,  an  increase  of  6  per- 
cent over  1991,  to  undertake  a  wide  variety  of  projects  that  will  ultimately  improve 
the  patient's  outcome. 

I  am  committed  to  ensuring  the  quality  of  service  provided  to  the  American  public 
through  the  large  entitlement  programs  administered  by  this  Department — Social 
Security,  Medicare,  and  Medicaid.  In  recent  years,  budgets  for  both  the  Social  Secu- 
rity A(kQinistration  (SSA)  and  the  Health  Care  Financing  Administration  (HCFA) 
have  grown  faster  than  inflation.  As  the  beneficiary  population  grows  in  the  future, 
it  will  put  additional  pressure  on  us  to  develop  more  emcient  and  effective  ways  to 
manage  within  the  available  administrative  resources.  This  year,  we  were  faced 
with  difiicult  choices  in  managing  within  the  constraints  of  the  Budget  Enforcement 
Act.  The  requested  funding  is  adequate  to  meet  the  basic  mandates  of  these  agen- 
cies. HCFA  contractors  wul  pay  Medicare  bills  within  the  statutory  time  frames. 
SSA  will  focus  its  resources  on  processing  claims  applications  and  maintaining  serv- 
ice levels.  However,  in  some  areas,  there  may  be  slow  downs. 

However,  we  are  examining  options  for  both  SSA  and  HCFA  to  develop  strategies 
for  finding  the  most  cost-efficient  ways  to  provide  service  to  the  people  who  depend 
on  us.  SSA  is  developing  a  long-range  strategic  plan  which  will  define  service  re- 
quirements, means  to  increase  productivity  and  efficiency,  and,  in  general,  provide 
a  picture  of  how  SSA  wOl  deliver  high  quality  service  to  the  American  public.  HCFA 
is  actively  exploring  ways  to  improve  the  uniformity,  efficiency,  and  performance  of 
Medicare  contractors,  including  a  review  of  alternatives  to  current  contractor  ar- 
rangements. 

We  are  reauesting  a  $232  million  supplemental  appropriation  for  1991  for  the 
SSA  to  provide  administrative  resources  to  enable  the  Agency  to  carry  out  the  addi- 
tional work  required  as  a  result  of  the  Supreme  Court  decision  in  Sullivan  vs. 
Zebley.  As  fund!s  were  not  included  in  the  regular  appropriation  for  this  purpose, 
a  supplemental  appropriation  is  needed  in  order  to  meet  the  additional  work  de- 
mands. 

As  you  are  well  aware,  the  Budget  Enforcement  Act  of  1990  established  absolute 
spending  limits  for  all  discretionary  programs.  In  order  to  stay  within  the  prescribed 
ceilings,  we  propose  the  following  spending  reductions. 

The  budget  requests  $1  billion  in  funding  for  the  Low  Income  Home  Energy  As- 
sistance Program  (LIHEAP).  This  amount  is  $585  million  less  than  the  fiscal  year 
1991  level.  LIHEAP  was  created  as  a  temporary  program  in  the  late  1970's  in  re- 
sponse to  the  enercy  crisis.  These  reductions  reflect  the  fact  that  LIHEAP  was  never 
intended  to  meet  the  entire  home  energy  costs  of  low-income  households,  but  rather 
to  supplement  assistance  available  through  other  Federal  and  state  programs. 

The  Community  Services  Block  Grant  and  related  discretionary  grant  programs 
are  proposed  for  elimination  in  fiscal  year  1992.  This  would  represent  a  savings  of 
$425  million.  This  program  was  initiated  in  fiscal  year  1981  to  assist  in  establishing 
an  infrastructure  for  improving  services  to  low-income  individuals  and  families. 
Since  that  time,  basic  reforms  have  been  institutionalized  and  increased  funding  has 
been  provided  for  activities  such  as  employment  services  through  the  JOBS  program 
and  cnild  development  through  Head  Start  and  the  Child  Care  and  Development 
Block  Grant. 
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The  budget  also  proposes  a  reduction  of  $186  million  in  funding  for  the  Health 
Professionals  Training  Program.  This  represents  a  common  theme  throughout  the 
budget  of  focusing  resources  toward  programs  that  target  minority  and  dis- 
advantaged populations  and  away  fix)m  broad-based  categorical  health  professions 
programs. 

In  conclusion,  we  have  endeavored  to  balance  the  competing  demands  of  providing 
for  the  vast  and  varied  health  and  income  securitv  needs  of  this  Nation  wnile  stay- 
ing within  the  absolute  fiscal  constraints  defined  by  the  Budget  Enforcement  Act 
of  1990.  The  prop-ams  administered  by  the  Department  of  Health  and  Human  Serv- 
ices touch  Americans  throughout  their  lives,  proNdding  essential  prenatal  and  child 
care  for  low-income  families,  ensuring  that  all  children  start  school  on  equal  footing, 
advancing  our  scientific  knowledge  of  disease  prevention  and  treatment  methods, 
and  providing  financial  support  for  our  elderly  citizens.  This  budget  reflects  our 
strong  commitment  to  ensurmg  the  health  and  well-being  of  all  our  citizens.  I  look 
forward  to  working  with  you  for  its  enactment. 

HEAD  START 

Senator  Harkin.  Mr.  Secretary,  thank  you  for  a  very  forceful 
statement  and  a  clear  declaration  of  your  intent  and  policy  posi- 
tions of  the  Department.  I  would  like  to  have  a  copy  of  that  state- 
ment also  as  well  as  the  one  that  was  submitted  earlier  with  all 
of  the  facts  and  figures  in  it,  too,  because  I  would  like  to  read  some 
of  the  things  that  you  were  talking  about  there. 

The  culture  of  character  that  you  said  money  cannot  buy  reminds 
me  of  what  my  dad  once  told  me.  He  said,  you  know,  it  is  pretty 
hard  to  pull  yourself  up  by  your  bootstraps  when  some  rich  kid  has 
stolen  your  boots.  Yes;  we  like  people  to  pull  themselves  up  by 
their  bootstraps,  but  they  have  got  to  have  the  wherewithal  and 
they  have  got  to  have  the  boots  first.  And  I  know  that  money  can- 
not buy  everything. 

But  it  seems  to  me  that  despite  all  of  the  different  conflicts  that 
confront  Americans  today,  we  are  an  open,  free  society.  We  believe 
in  individual  initiative  and  effort.  There  is  sort  of  a  cross-current 
there.  The  traditional  values,  the  work  ethic,  saving  money,  study- 
ing, getting  ahead,  faith,  taking  care  of  your  family,  strong  commu- 
nity— ^these  are  old,  traditional  American  values  which  permeated 
through  all  sectors  of  our  society  and  all  races  in  our  society.  And 
now  there  is  a  cross-current  cutting  across  that,  a  cross  current  of 
do  your  own  thing.  Everyone  is  free  to  do  whatever  they  want  to 
do,  lack  of  responsibility  for  one's  actions,  lack  of  accountability  for 
what  one  does.  And  I  think  it  permeates  all  of  our  society. 

It  seems  to  me  that  there  are  no  simply  answers.  I  understand 
that.  It  seems  to  me  that  we  have  gotten  away  from  the  basics.  We 
are  very  good  in  our  society  in  health  areas  especially,  also  edu- 
cation, social  services,  all  the  areas  that  we  basically  cover  here — 
that  your  Department  covers.  I  say  education  but  also  in  Head 
Start  and  things  like  that. 

We  have  become  so  focused  on  fixing  things  up,  patching,  curing 
once  you  are  ill,  remedying,  acute  care,  and  health  care.  Once  you 
get  sick,  we  can  take  care  of  it.  If  you  cannot  read,  we  will  have 
remedial  reading.  We  have  got  remedial  this,  remedial  that,  reme- 
dial everything  in  our  society  to  take  care  of  these  problems. 

I  am  proposing  that  perhaps  we  focus  on  not  having  those  prob- 
lems in  the  first  place.  And  the  place  to  start  is  with  kids,  children, 
and  that  means  a  broad  approach  at  prevention  and  health  pro- 
motion. And  we  know  it  works.  You  know  it  works.  You  take  infant 
mortality.  There  is  no  real  secret  about  reducing  infant  mortality. 
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You  extend  maternal  and  child  health  care  services  to  a  pregnant 
woman  from  month  one  through  delivery  and  postdelivery,  and  you 
are  not  going  to  have  low  birth  weight  babies.  We  know  it  works. 

Your  Department  has  the  data  and  the  documentation  on  that — 
$600  for  maternal  and  child  health  care  for  9  months  versus 
$15,000  maybe  to  take  care  of  a  low  birth  weight  baby.  We  know 
those  programs  work.  You  say  money  is  not  the  answer?  If  we  fully 
fund  the  Maternal  and  Child  Health  Care  Program,  it  will  work. 
We  have  proved  that  it  works. 

Head  Start — ^you,  yourself,  said  this  is  a  success  program.  We 
have  got  25  years  now?  Twenty-five  years  of  Head  Start?  We  know 
it  works.  We  have  seen  the  cohorts  as  they  have  gone  along.  We 
know  what  happened  to  the  kids  in  Head  Start  compared  to  their 
counterparts  that  did  not  partake  of  Head  Start. 

You  have  asked  for  an  increase  in  Head  Start — $100  million  or 
something  like  that.  And  yet  we  are  only  servicing  25  percent  of 
the  kids  today — 25  percent  get  served  by  head  Start.  So  we  have 
$2.1  billion  that  we  are  putting  into  Head  Start.  You  can  correct 
me  if  I  am  wrong  on  these  figures,  but  I  am  pretty  close — about 
$2.1  billion  into  Head  Start.  We  are  getting  25  percent  of  the  eligi- 
ble kids. 

Now  there  are  stated  goals.  I  know  that  I  keep  hearing  them 
around  here.  We  have  a  goal  of  fully  funding  Head  Start  by  1994. 
Did  that  come  out  of  the  administration? 

Voice.  That  is  the  Dodd  bill. 

Senator  Harkin.  There  are  a  number  of  Senators  I  know  here 
that  supported  this  concept  of  fully  funding  Head  Start  by  1994. 
That  would  require  $2  billion  next  year,  $2  billion  more  in  1983, 
and  $2  billion  in  1984.  That  gets  us  to  100  percent,  about  $8  billion 
a  year.  A  $100  million  increase  in  Head  Start.  I  am  sorry.  That 
does  not  do  it.  That  does  not  do  anything.  That  just  sort  of  keeps 
it  going  along.  That  is  not  to  say  that  the  $2  billion  we  are  spend- 
ing is  wasted.  But  let  us  get  to  all  these  kids  early  on  when  they 
are  3  years  old  and  4  years  old,  so  we  do  not  have  to  remedy  it 
later  on. 

I  guess  that  is  my  response  to  your  statement.  I  like  what  you 
have  to  say,  but  let  us  start  focusing  these  things  on  early  child- 
hood. Let  us  not  rob  maternal  and  child  health  care  programs  to 
pay  for  something  else.  Let  us  recognize  programs  that  work.  WIC 
programs — not  in  your  bailiwick,  but  WIC  programs  work.  Head 
Start  works.  The  child  care  bill  will  work.  And  we  have  just  got  to 
put  more  money  into  it. 

And  you  say  money  is  not  the  answer.  But  if  that  kid  does  not 
have  his  boots,  you  can  preach  to  him  all  day  long  about  pulling 
himself  up  by  his  bootstraps  and  developing  character,  but  if  he 
does  not  have  the  boots,  he  cannot  pull  himself  up. 

And  so  I  kind  of  agree  with  you  and  kind  of  disagree.  I  agree 
that  money  does  not  solve  everything,  because  the  way  we  spend 
it  does  not  work.  We  are  trying  to  remedy  things  and  patch  things 
up  later  on,  after  the  damage  is  done.  You  take  a  kid  that  is  born, 
and  his  mother — ^her  mother — ^has  not  had  proper  nutrition  and 
that  baby  does  not  get  proper  nutrition  when  it  is  born.  It  does  not 
get  stimulation  in  the  early  years  of  its  life.  I  do  not  care  how  much 
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remedying  you  want  to  do,  that  kid  is  stunted  the  rest  of  his  or  her 
life. 

We  have  to  shift  the  focus.  We  have  to  shift  it  and  put  it  into 
prevention  and  early  health  care  promotion.  To  that  extent  I  am 
with  you — ^to  the  extent  that  you  want  to  take  it  out  of  maternal 
and  child  health  care  programs,  I  think  we  are  going  to  part  ways 
on  that. 

So  your  comments  got  me  thinking  about  that.  It  was  a  very  pro- 
vocative statement.  I  do  not  mean  provocative  in  a  confrontational 
way — ^iDut  provoking  thinking,  and  so  I  appreciate  that. 

HEAD  START 

Secretary  Sullivan.  Mr.  Chairman,  if  I  might  respond. 
Senator  Harkin.  Yes. 

Secretary  Sullivan.  First,  on  the  issue  of  Head  Start,  which  is 
a  program  we  all  agree  works.  It  is  a  very  important  program  and 
we  support  it.  The  President's  goal  was  to  provide  a  Head  Start  or 
Head  Start-like  experience  for  all  eligible  4-year-old  children.  With 
our  proposal  we  will  be  able  to  reach  some  60  percent  of  all  of  the 
eligible  4-year-old  children.  The  difference  between  our  position 
and  others  is  that  they  propose  the  Head  Start  experience  for  3 
year  olds  and  5  year  olds.  That  certainly  is  worth  discussing. 

We  have  chosen  the  goal  of  all  eligible  4  year  olds,  because  we 
think  it  is  clear  that  youngsters  exposed  to  a  year  in  Head  Start 
at  age  4  make  significant  gains.  It  is  not  clear  that  expenditure  of 
dollars  beyond  that  year  will  result  in  incremental  gains. 

Senator  Harkin.  Excuse  me,  sir.  Beyond  that  year  or  5  years?  Is 
that  what  you  are  talking  about  or  are  you  talking  about  3  year 
olds  and  2  year  olds? 

Secretary  Sullivan.  I  am  speaking  about  3  year  olds  and  5  year 
olds.  We  believe  the  optimal  year  for  the  Head  Start  program  is  the 
year  prior  to  kindergarten.  We  want  to  concentrate  on  the  4  year 
olds,  because  the  results  are  very  good. 

Given  limited  resources  and  the  many  other  demands  that  we 
have,  we  are  diligently  trying  to  address  many  issues.  We  are  not 
disputing  that  additional  dollars  to  provide  Head  Start  experience 
for  3-  and  5-year-olds  would  not  have  some  effect.  The  judgment  we 
have  to  make  is  whether  the  incremental  gain  would  be  sufficient 
if  we  put  the  money  there  as  opposed  to  other  programs. 

Our  position  is  that  even  though  Federal  dollars  are  important, 
it  takes  more  than  money.  We  need  a  real  commitment  from  the 
leaders  in  our  communities,  including  political  leaders,  clergy,  vol- 
unteer organizations,  et  cetera.  My  Department  is  a  department 
where  the  programs  for  which  we  are  responsible  are  largely  de- 
signed to  support  the  family,  substitute  for  the  family,  buttress  the 
family  in  times  of  stress  or  weakness,  et  cetera— whether  it  is 
healtn  or  social  services. 

To  the  degree  that  we  can  strengthen  the  family,  we  can  help  to 
avoid  some  of  these  problems  and  minimize  them.  I  fully  agree 
with  you  on  the  importance  of  prevention.  We  recognize  that  and 
are  fully  supportive  of  it.  Last  August  we  released  our  health  goals 
for  the  Nation  for  the  year  2000  as  part  of  our  overall  prevention 
efforts,  and  a  number  of  follow-on  activities  resulting  therefrom  are 
underway. 
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Senator  Harkin.  Thank  you,  Mr.  Secretary.  I  have  some  more 
specific  questions  on  a  couple  of  areas,  but  before  I  get  into  those, 
I  would  recognize  my  colleagues. 

Senator  Hatfield. 

INFANT  MORTALITY  INITIATIVE 

Senator  Hatfield.  Thank  you,  Mr.  Chairman. 

Mr.  Secretary,  I  would  like  to  associate  myself  with  the  chair- 
man's remarks  as  to  the  justification  of  transferring  from  the  Ma- 
ternal and  Child  Health  Block  Grant  Program  and  community 
health  centers  some  of  the  money  that  would  go  to  this  new  ini- 
tiative. 

I  would  like  to  know  a  little  more,  and  this  you  may  do  for  the 
record  rather  than  today,  how  you  arrived  at  some  of  the  judg- 
ments, because  it  seems  to  me  that  all  of  those  agencies  are  dealing 
in  some  part  with  infant  mortality.  And  I  am  troubled  just  from  the 
standpoint  of  the  valuation  on  the  importance  of  these  two  existing 
programs. 

I  also  wondered,  Mr.  Secretary,  and  you  are  going  to  be  just  one 
of  many  agencies  that  I  ask  this  question.  Could  I  have  my  staff 
work  with  you  on  making  some  random  selection?  You  say  you 
have  250  programs  in  this  category.  Maybe  picking  10  of  those  pro- 
grams. And  I  would  like  to  know  the  amount  of  dollars  of  overhead 
to  administer  the  programs  in  ratio  to  the  dollars  that  get  to  the 
recipient.  Now,  I  am  not  raising  this  with  any  prejudgments. 

I  happen  to  sit  on  an  independent  board  of  trustees  that  has  an 
educational  program  under  its  jurisdiction.  It  is  a  very  small  one, 
but  the  other  day  we  got  the  budget  for  the  coming  year— $480,000 
for  administrative  costs  and  $300,000  for  the  program  recipients. 
Now,  that  to  me  is  a  little  disproportionate,  especially  when  this 
was  situated  in  the  context  of  a  university. 

Now,  I  agree  that  dollars  in  and  of  themselves  do  not  often  con- 
stitute the  solution  or  getting  to  the  problem.  But  I  also  am  con- 
stantly aware  of  the  fact  that  we  have  perhaps  not  maximized  the 
dollars  we  spend.  And,  as  again  I  am  not  suggesting  this  be  pre- 
determined before  we  look  at  the  statistics,  but  I  do  think  they  can 
be  instructive.  They  will  not  tell  us  everything,  but  certainly  it  will 
help  us. 

Now,  I  would  like  to  jump  to  the  other  end  of  the  life  health 
problems.  Mr.  Secretary,  are  you  aware  of  that,  the  wandering  of 
victims  of  Alzheimer's  is  becoming  an  increasing  problem.  Last 
year  in  New  York  State,  the  Harry  Helmsley  Foimdation  granted 
$300,000  for  a  trial  program  aimed  at  reducing  the  risk  for  those 
victims  and  their  wandering.  The  project  is  underway  in  the  North- 
east corridor.  I  think  there  are  about  16  chapters  now  of  Alz- 
heimer's advocate  organizations  that  have  implemented  this  little 
idea  of  a  bracelet  and  on  the  back  of  this  bracelet  is  the— in  this 
case — is  the  name  of  L.M.  Sullivan.  [Laughter.] 

L.W.  Sullivan — excuse  me.  HHS  Secretary,  memory  impaired. 
[Laughter.] 

Secretary  Sullivan.  I  do  not  know  where  I  lost  it,  Senator. 
[Laughter.] 
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ALZHEIMER'S 

Senator  Hatfield.  I  have  one  here,  Mark  0.  Hatfield.  1-800- 
753-9596.  What  happens  is  this  is  registered  in  a  central  registry, 
and  any  person  that  is  found  with  this  particular  identification,  can 
receive  immediate  help — it  does  not  solve  the  problem — ^but  cer- 
tainly it  will  help  reduce  the  risks  associated  with  wandering. 

My  question  to  you — ^first  of  all,  will  you  accept  this  as  a  symbol 
of  maybe  your  continued  interest  in  this  cause?  And  I  will  have  one 
here  of  myself  as  well.  But  have  you  conducted  any  study  in  your 
agency  or  have  you  made  any  evaluation  of  this  problem  among  the 
estimated  4  million  Alzheimer's  victims? 

Senator  Harkin.  I  just  want  to  take  a  look  at  this.  I  have  never 
heard  of  this. 

Senator  Hatfield.  Sorry,  I  forgot  about  you.  [Laughter.] 
Senator  Harkin.  That  is  all  rig:ht. 

Senator  Hatfield.  The  question  is  has  this  agency  addressed 
this  particular  part  of  the  Alzheimer's  problem  and  I  emphasize  it 
is  a  very  small  part?  As  you  know,  I  have  had  a  long  interest  in 
the  Alzheimer's  problem  and  have  been  supportive  of  those  insti- 
tutes and  centers  that  we  have  created  to  conduct  research  on  this 
disease  and  am  proud  to  have  one  located  in  Portland. 

Do  you  have  any  thoughts  about  whether  this  bracelet  project 
should  be  replicated  or  are  you  familiar  with  this  very  small  begin- 
ning? 

Secretaiy  Sullivan.  Senator,  I  feel  I  am  not  familiar  with  that 
specific  effort,  but  I  am  familiar  with  similar  kinds  of  bracelets — 
the  medic  alert  bracelet  and  others.  On  the  surface  it  would  seem 
to  be  a  very  useful  kind  of  registry  because  of  the  problem  that  we 
have  with  some  of  our  Alzneimer's  patients.  I  would  be  very 
pleased  to  have  members  of  my  staff  review  this  in  more  detail  be- 
cause that  is  a  problem. 

I  am  concerned  and  committed  to  the  problem  of  Alzheimer's  dis- 
ease. This  is  the  third  budget  cycle  that  I  have  been  involved  in 
since  becoming  Secretary,  and  during  that  time  our  budget  for  Alz- 
heimer's has  gone  from  $130  milHon  in  1989  to  $241  million  for  fis- 
cal year  1992. 

Within  that  the  NIH  budget  for  research  on  Alzheimer's  has  gone 
from  $105  million  to  $209  million,  so  it  is  almost  double.  Dr. 
Franklin  Williams,  head  of  the  National  Institute  on  Aging,  and  his 
staff  who  oversee  that  research  are  individuals  in  whom  I  have 
great  confidence  as  I  do  with  the  various  volunteer  agencies. 

Senator  Hatfield.  Thank  you  for  your  expressed  interest.  But 
more  than  just  reviewing  this  particular  project,  which  is  based 
upon  the  medic  alert  system  that  has  been  deployed  for  other 
causes,  or  other  reasons,  I  would  hope  that  you  would  review  just 
that  one  facet  at  least  to  see  what  might  be  done  from  a  national 
perspective.  I  am  not  suggesting  we  necessarily  adopt  it  as  an 
agency  program,  but  how  it  might  be  expanded  or  improved  upon. 

Because  part  of  this  $90-some  billion  that  we  are  spending  this 
year  for  the  care  of  Alzheimer  victims  will  only  be  controlled  and 
reduced  as  we  find  some  medical  cures  and  prevention,  but  also 
much  of  that  forces  the  family  to  put  these  members  of  their  family 
into  full-time,  24-hour  care.  It  seems  to  me  this  is  a  small  step  to 


16  I 

try  to  help  reduce  that  risk  of  wandering  that  might  even  permit 
that  family  member  to  remain  in  the  home  rather  than  to  be  put 
into  institutional  full-time  care. 

So  it  is  preventive  in  a  sense,  and  I  would  like  to  have  you  take  | 
a  look  at  it  from  the  national  perspective  and  see  if  there  is  a  sys-  i 
tem  that  can  be  implemented  that  would  at  least  help  diminish  the 
risk  of  wandering.  ! 

Secretary  Sullivan.  I  would  be  very  happy  to,  Senator  Hatfield. ) 

As  we  have  increased  our  understanding  about  Alzheimer's  in 
the  last  10  years  or  so  we  have  been  rather  stunned  to  see  the  i 
number  of  individuals  diagnosed  with  Alzheimer's.  It  is  a  problem  i 
of  significant  magnitude. 

We  are  investing  in  research  to  see  if  there  are  ways  we  can  un-  ^ 
derstand  more  about  Alzheimer's,  with  the  idea  of  intervening  to 
prevent  this  degenerative  process.  i 

I  think  we  are  all  very  heartened  by  reports  within  the  past 
month  coming  out  of  research  in  Guy's  Hospital  in  London  that  [ 
suggest  that  they  may  have  further  information  about  the  process  i 
that  leads  to  the  deposition  of  this  amyloid-type  protein  within  the  i 
nerve  cells  in  the  brain  that  are  associated  with  this  degeneration.  ' 
With  this  increased  understanding  about  how  this  process  works 
we  may  be  able  to  ultimately  reverse  it.  It  may  seem  farfetched  to  ! 
some,  but  I  believe  that  this  is  certainly  within  the  realm  of  pos- 
sibility. 

By  comparison,  while  we  still  have  much  to  do  before  we  feel 
that  we  have  a  satisfactory  treatment  for  AIDS,  another  great 
problem,  we  do  have  some  very  encouraging  research  underway 
with  new  drugs  that  seem  to  extend  the  therapeutic  range  with 
perhaps  less  toxicity,  and  promising  research  on  the  development 
of  a  vaccine. 

As  we  learn  more  about  Alzheimer's,  we  hope  we  will  be  able  to 
find  a  way  to  intervene  and  prevent  the  onset  of  this  disease  so 
that  these  individuals  will  lead  happier  lives  with  their  families  in 
their  senior  years. 

[The  information  follows:]  . 

f 

Alzheimer's  Alert  Program 

I  have  recently  been  made  aware  of  the  woric  of  the  Alzheimer's  Alert  Program. 
I  understand  that  the  program  utilizes  an  identification  system  employing  ID  brace- 
lets similar  to  the  Meaic  Alert  bracelets  used  by  many  individuals,  and  tnat  a  trial  ! 
program  has  been  initiated  in  New  York  City.  The  identification  system  is  designed 
to  speed  the  identification  and  safe  return  of  people  who  wander,  are  lost,  and  can- 
not adequately  identify  themselves. 

In  order  to  learn  more  about  the  problem  of  wandering,  the  National  Institute  on 
Aging  (NIA)  recently  supported  a  small  study  of  106  Alzheimer's  disease  patieiits. 
The  study  found  that  about  one-quarter  of  Alzheimer's  disease  patients  were  re- 
ported by  familv  members  to  wander.  The  study  also  found  that  half  of  those  af- 
flicted with  Alzheimer's  disease  experience  periods  of  restlessness.  Researchers  be- 
lieve that  the  frequency  with  which  Alzheimer's  disease  patients  wander  is  affected 
by  the  stage  of  the  illness  and  the  patient's  living  environment. 

To  begin  to  address  the  problem  nationally,  the  National  Institute  on  Aging,  in  ! 
collaboration  with  the  National  Center  for  Nursing  Research  and  the  Alzheimer's  j 
Association,  has  initiated  a  research  program  to  determine  how  to  manage  symp-  } 
toms  of  Alzheimer's  disease  such  as  wandering  and  other  behavioral  problems.  In 
response  to  an  NIA  issued  Request  for  Applications  [RFA],  NIA  expects  to  award  s 
7  to  10  research  grants  for  studies  aimed  at  identifying  the  factors  underlying  the  I 
behavioral  symptoms  of  Alzheimer's  related  problems  such  as  wandering.  The  stud- 
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ies  will  also  seek  to  develop  better  means  of  diagnosis  and  treatment  for  these  prob- 
lems. 

RETURN  ON  INVESTMENT 

Senator  Hatfield.  Mr.  Chairman,  I  will  only  make  one  observa- 
tion in  closing  my  portion  of  time.  Dr.  Sullivan,  you  know,  we  are 
locked  into  a  budgetary  process  that  sometimes  fails  to  give  us  the 
full  and  complete  picture.  I  really  hate  to  look  at  these  programs 
with  the  same  dollar  measurement  that  I  use  to  look  at  accounts 
and  costs  and  appropriations  in  other  budgets,  because  Mr.  Chair- 
man, let  us  remind  ourselves  that  it  is  not  the  total  number  of  dol- 
lars we  spend,  but  it  is  the  multiplier,  and  the  character  of  the  dol- 
lar and  how  we  invest  it. 

Of  all  the  people  that  will  appear  before  our  Appropriations  Com- 
mittee representing  political  policymakers  as  well  as  programs.  Dr. 
Sullivan  represents  the  highest  cost-benefit  ratio  multiplier  of  any 
Federal  dollar  that  we  will  appropriate. 

For  every  $1  allocated  to  health,  research,  prevention,  and  care 
programs,  we  will  get  $13  back  into  the  economy.  We  have  heard 
this  fi^re  many  times,  to  the  point  it  becomes  redundant,  but  I 
just  think  that  when  we  are  looking  at  dollars  here  and  the  impact 
it  has  on  our  general  economy  we  ought  to  have  a  different  meas- 
ure than  the  measure  applied  to  appropriated  dollars  made  to  other 
programs. 

In  my  view,  and  I  believe  backed  by  the  statistics,  there  are  no 
dollars  that  will  bring  more  back  into  our  economy  than  the  dollars 
that  you  represent  in  the  programs  of  health. 

I  wish  somehow  we  could  get  0MB  and  all  the  bean  counters  in 
the  CBO  and  every  other  place  that  they  make  these  adjustments 
and  evaluations  to  begin  to  look  at  the  health  dollar  in  a  little  dif- 
ferent light.  I  will  not  identify  any  one  of  the  other  programs  to 
make  a  comparison,  but  I  can  tell  you  that  there  are  zero  for  zero 
multipliers,  and  there  is  a  1  for  13  multiplier, 

I  thank  the  chairman. 

Secretary  Sullivan.  Senator  Hatfield,  I  a^ee  with  you  on  the  re- 
turn on  the  dollars  invested.  But,  in  addition  to  the  financial  re- 
turn, the  fact  is  the  quality  of  the  lives  of  our  citizens  are  much 
improved. 

Mr.  Chairman,  your  comments  about  prevention  in  terms  of  birth 
injury  from  good  prenatal  care,  is  a  good  example  of  how  we  could 
spena  thousands  of  dollars  and  still  have  an  impaired  individual 
who  is  not  going  to  be  a  productive  citizen.  I  agree  fully  that  the 
productivity  and  the  quality  of  the  lives  of  our  citizens  is  another 
important  part  of  the  equation. 

Senator  Hatfield.  Thank  you,  Mr.  Chairman. 

Senator  Harkin.  Senator  Gorton. 

RATIONALE  FOR  CHANGES 

Senator  Gorton.  Thank  you,  Mr.  Chairman. 

Mr.  Secretary,  you  are  almost  as  candid  in  your  written  state- 
ment as  you  were  in  that  forceful  and  eloquent  opening  statement, 
and  you  list  a  number  of  fields  in  which  there  are  changed  prior- 
ities upward — ^that  is  to  say,  increases  which  are  greater  than  your 
9  percent  overall  increase.  I  think  those  are  properly  highlighted. 
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As  you  get  to  the  end  of  your  written  statement,  however,  on 
page  10,  you  tell  us,  "As  you" — that  is,  we — ^''are  well  aware,  the 
Budget  Enforcement  Act  of  1990  established  absolute  spending  lim- 
its for  all  discretionary  programs.  In  order  to  stay  within  the  pre- 
scribed ceilings,  we  propose  the  following  spending  reductions."  You 
list  three:  low-income  energy  assistance,  community  services  block 
grant,  and  health  professionals  training  program. 

I  note  as  I  go  through  the  rest  of  the  statement  that  in  addition 
to  those  absolute  decreases,  you  highlight  a  number  of  areas  in 
which  the  increase  is  considerably  less  than  the  9  percent  average 
for  your  entire  Department.  Among  those  are  expenditures  for  bio- 
medical and  behavioral  research  through  the  National  Institutes  of 
Health,  and  some  other  research  programs.  While  it  is  not  specifi- 
cally in  your  statement,  I  think  AIDS  falls  into  that  category. 

^fow,  I  believe  that  it  is  totally  correct  and  proper  to  constantly 
set  new  priorities  and  to  reexamine  old  programs;  I  believe  that  to 
a  considerable  extent  you  have  done  that.  This  is  a  diflFerent  mix, 
and  perhaps  even  a  different  philosophy,  than  a  budget  of  even  1 
year  ago. 

I  would  like  you  to  explain  what  kind  of  value  judgments  or 
philosophic  judgments  led  you  to  these  changes— not  just  the  three 
in  which  there  are  actual  decreases,  but  some  of  the  others.  Per- 
haps I  am  most  sensitive  to  the  National  Institutes  of  Health  and 
basic  research.  Why  are  they  either  cut  or  increased  at  a  slower 
rate  than  your  average? 

Secretary  Sullivan.  Yes;  Senator  Gorton,  you  are  quite  correct 
in  saying  that  it  is  a  different  environment  this  year.  One  of  the 
most  important  differences  is  the  budget  agreement  under  which 
we  are  operating.  That  has  caused  us  to  make  some  painful  deci- 
sions. 

We  have  a  target  that  we  cannot  exceed  and  we  are  no  longer 
competing  with  the  Defense  Department  or  with  foreign  aid,  et 
cetera.  We  are  competing  with  other  domestic  programs.  When  it 
comes  to  programs,  most  of  my  Department  falls  within  the  domes- 
tic discretionary  area,  so  a  lot  of  competition  is  within  my  Depart- 
ment. This  excludes  several  large  areas  that  are  mandatory. 

We  are  trying  to  make  judgments  on  the  best  use  of  the  dollars 
available  to  us  in  terms  of  the  comparative  need  for  the  program 
and  the  return  on  our  investment.  For  example,  we  proposed  to  re- 
duce the  low-income  energy  assistance  program.  I  have  learned  in 
the  last  2  years  that  every  dollar  has  a  constituency  attached  to  it  1 
that  can  be  very  vocal.  We  have  to  try  to  make  rational  judgments. 

The  low-income  energy  assistance  program  was  started  during 
the  oil  embargo  back  in  the  late  1970's  as  a  temporary  measure  be- 
cause of  the  high  cost  of  fuel.  There  are  other  programs  in  my  De- 
partment that  provide  funds  that  can  be  used  for  energy  assistance 
such  as  the  AFDC  program,  emergency  assistance,  and  others. 

In  many  of  these  low-income  energy  assistance  grants  made  to 
the  States  as  part  of  our  block  grants,  not  all  of  these  dollars  are 
used.  The  States  can,  and  do,  transfer  funds  from  this  program  into 
other  programs.  They  also  have  the  option  of  transferring  funds  | 
from  other  programs  into  this.  | 

That  is  not  happening.  There  is  no  question  that  the  program  | 
has  value.  Yet,  when  we  look  at  high  infant  mortality,  or  the  need  i 
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for  more  biomedical  research,  or  the  need  to  expand  our  National 
Health  Service  Corps  because  in  virtually  every  State  there  are 
many  underserved  areas  where  people  do  not  have  health  profes- 
sionals, we  must  make  judgments  as  to  where  the  greatest  need  is 
and  where  the  greatest  return  is.  We  are  forced  to  make  those 
kinds  of  judgments  since  we  must  live  within  the  budget  agree- 
ment. 

I  am  strongly  committed  to  the  National  Institutes  of  Health. 
Our  NIH  budget  for  research  project  grants  increases  by  8.8  per- 
cent, and  our  goal  is  to  award  at  least  5,000  new  and  competing 
grants  every  year.  Our  budget  will  allow  about  5,700  new  and  com- 
peting grants.  The  overall  NIH  budget  during  the  three  budget  cy- 
cles with  which  I  have  been  involved  has  increased  by  approxi- 
mately $2  billion. 

We  look  at  the  NIH  not  simply  1  year  at  a  time  but  over  a  period 
of  several  years,  and  we  have  had  significant  increases  overall. 
There  are  always  additional  opportunities,  but  we  must  weigh 
these  in  relation  to  the  discretionary  dollars  that  are  available  to 
us. 

BUDGET  CHOICES 

Senator  Gk)RTON.  Thank  you,  Mr.  Secretary.  I  have  been  a  mem- 
ber of  this  subcommittee  for  about  4  weeks.  This  is  the  first  day 
on  which  it  has  had  any  hearings,  but  I  have  heard  exactly  what 
you  reported.  There  are  many  constituencies  from  home  with  sin- 
cere and  hardworking  people  competing  over  this  money.  The  les- 
son to  them  is  that  as  they  ask  for  more,  they  are  taking  it  away 
from  someone  else,  probably  in  a  very  closely  allied  field.  This  is 
not  a  welcome  lesson  or  one  easy  to  learn. 

But  it  seems  you  are  saying  at  a  more  cosmic  level  exactly  the 
same  thing.  If  we  do  not  like  your  priorities — if  we  wish  to  add,  for 
all  practical  purposes,  we  are  going  to  have  to  subtract  from  some- 
where within  your  own  budget.  We  must  find  one  of  the  areas  of 
increase  that  we  can  reduce  in  order  to  make  up  for  any  increase. 
Even  as  a  beginning  member  of  this  subcommittee,  Mr.  Chairman, 
that  does  not  look  like  a  particularly  easy  task. 

INFANT  MORTALITY 

Secretary  Sullivan.  Senator  Gorton,  I  would  respond  with  the 
example  of  infant  mortality  funding.  This  is  a  very  controversial 
topic  which  has  been  widely  discussed  as  it  relates  to  the  commu- 
nity and  migrant  health  center  programs  to  which  I  am  strongly- 
committed. 

I  spoke  at  the  25th  anniversary  banquet  1  year  ago  and  know 
many  of  the  people.  I  have  high  regard  for  those  programs.  Last 
week  I  spoke  at  the  20th  anniversary  of  one  of  our  centers  out  in 
Arizona.  What  we  propose  to  do  is  to  fund  10  demonstration  grants 
to  get  data  as  to  how  we  can  more  effectively  decrease  infant  mor- 
tality. 

We  spend  more  dollars  per  capita  for  health  care  than  any  other 
Nation  in  the  world,  but  in  spite  of  that,  when  it  comes  to  infant 
mortality  we  rank  24th.  What  that  says  to  me  is  that  we  are  not 
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investing  our  money  correctly.  There  are  23  nations  that  are  doing 
better  while  spending  less. 

We  are  proposing  to  target  the  infant  mortality  dollars.  We  have 
$105  million  of  new  money,  but  we  also  propose  to  use  money  from 
the  Communitv  Health  Centers  Program  and  from  the  Maternal 
and  Child  Health  Program.  These  dollars  are  currently  being  spent 
on  infant  mortality  within  those  programs.  We  are  trying  to  con- 
centrate enough  dollars  in  10  locations  to  look  at  the  problem  very 
carefully  and  gain  some  knowledge  that  we  can  use  5  years  from 
now  to  find  better  ways  to  lower  infant  mortality  nationwide. 

There  will  be  10  projects,  and  every  one  of  those  other  commu- 
nity health  centers  is  objecting  to  the  prospect  of  level  funding.  We 
are  not  decreasing  their  dollars,  but  what  we  propose  to  do  is  to 
take  the  planned  increases  in  funds  and  concentrate  them.  Some 
of  these  centers  will  be  winners  this  year — those  who  compete  suc- 
cessfully for  this — ^but,  to  look  at  the  larger  picture,  we  all  will  be 
winners  in  the  long  term  if  we  can  get  this  information. 

It  will  take  around  5  years,  hopefully  less.  All  of  the  550-odd  cen- 
ters and  other  programs  will  then  have  the  benefit  of  this  informa- 
tion on  how  to  better  address  infant  mortality.  Japan  is  No.  1  in 
this  area  with  a  per  capita  expenditure  of  $1,000  on  health  care, 
while  we  spend  $2,500  per  capita.  We  hear  about  automobile  work- 
ers, and  otner  companies  complaining  about  the  high  cost  of  labor, 
listing  health  care  as  a  major  cause.  We  need  to  find  ways  to  lower 
that  cost.  Every  time  we  try  to  focus  the  problem,  to  get  informa- 
tion that  is  helpful  to  the  whole  country,  people  say  that  it  is  a 
great  idea,  that  we  need  to  do  it,  but  please  do  not  do  it  here. 

We  are  forced  to  make  hard  decisions.  We  are  trying  to  carry  on 
the  program  and  get  information  as  well  as  to  deliver  services,  but 
do  it  within  the  budget  agreement.  This  forces  us  to  make  decisions 
which  should  not  be  interpreted  to  mean  that  we  are  not  commit- 
ted to  maternal  and  child  health  or  the  community  health  centers. 

I  look  at  the  larger  picture,  at  what  is  good  for  the  Nation.  It 
may  mean  that  a  center  in  a  particular  State  or  particular  city  may 
not  get  the  $40,000  increase  that  they  want  out  of  a  budget  of  $3.5 
or  $4  million,  which  is  the  order  of  the  magnitude  that  we  are  talk- 
ing about.  We  have  to  make  some  tough  choices.  I  look  at  it  from 
the  standpoint  of  what  is  going  to  be  the  best  approach  for  the  Na- 
tion as  a  whole. 

Senator  GrORTON.  Thank  you,  Mr.  Secretary.  Thank  you,  Mr. 
Chairman. 
Senator  Harkin.  Senator  Burdick. 

COMMUNITY  SERVICE  PROGRAMS 

Senator  Burdick.  Mr.  Secretary,  I  was  disappointed  to  see  the 
administration  proposes  to  delete  most  of  the  fimding  for  the  com- 
mimity  service  programs.  According  to  your  budget  justification 
book,  only  $10.8  million  would  be  allocated,  and  ail  of*^ that  would 
go  to  one  of  the  discretionary  programs. 

Your  stated  rationale  for  deleting  virtually  all  of  the  community 
service  programs  is  that  the  commimity  action  agencies  have  been 
successful  in  obtaining  funds  from  other  sources.  What  other  fund- 
ing sources  would  you  recommend  for  a  State  such  as  mine,  where 
the  economy  is  still  very  poor,  the  main  industry  of  agriculture  has 
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undergone  a  terrible  decline,  and  a  number  of  poor  people  that 
need  community  action  agency  services  has  grown  not  decreased. 
Where  should  we  look  for  money? 

Secretary  Sullivan.  Senator  Burdick,  we  would  be  happy  to 
have  our  staff  review  this  with  yours.  We  have  a  number  of  cat- 
egorical programs  in  my  Department  for  which  organizations  in 
North  Dakota  would  be  eligible  to  apply. 

For  example,  the  National  Health  Service  Corps  program  has  a 
number  of  corps  physicians  and  other  health  professionals  who 
work  in  your  State.  We  are  emphasizing  greater  health  promotion 
and  disease  prevention  to  address  a  number  of  these  issues. 

The  profile  of  each  State  will  be  very  different.  I  can  provide  a 
complete  answer  to  that  question  and  will  be  pleased  to  have  my 
people  work  with  yours. 

Senator  BURDICK.  Can  you  provide  a  list  of  specific  funding 
sources  available  to  North  Dakota  community  action  agencies?  We 
do  not  have  the  programs. 

Secretary  Sullivan.  I  would  be  happy  to  see  that  you  get  a  list 
of  all  of  the  categorical  programs  in  my  Department.  There  are  peo- 
ple in  the  various  organizations  in  North  Dakota  who  are  familiar 
with  private  sources  of  support  that  can  help. 

[The  information  follows:] 

Community  Action  Agencies 

Community  Action  Agencies  [CAA's]  will  be  able  to  access  funding  from  other  Fed- 
eral, State,  and  local  sources,  e.g.,  the  Job  Opportunities  and  Basic  Skills  [JOBS] 
program.  Head  Start,  Child  Care  and  Development  Block  Grants,  the  Social  Serv- 
ices Block  Grant,  nutrition  programs  operated  by  the  Administration  on  Aging,  cer- 
tain programs  administered  by  HUD,  the  Emergency  Food  and  Shelter  Program  in 
FEMA,  food  programs  administered  by  the  Department  of  Agriculture  such  as  Food 
Stamps  and  Women,  Infants,  and  Children  [WiC],  as  well  as  from  private  sources. 

INFANT  MORTALITY 

Senator  Burdick.  I  just  want  to  say  that  my  State  and  areas 
aroimd  it  have  undergone  a  terrible  drought  in  the  last  3  years, 
and  are  going  on  the  fourth  one.  These  services  that  have  been  pro- 
vided in  the  past  have  been  invaluable  to  those  people,  and  to  cut 
them  back  as  suggested  here  is  going  to  create  a  great  deal  of  hard- 
ship, and  I  hope  we  can  find  some  other  sources  to  replace  them. 
You  provide  some  information  for  me,  tell  me  where  to  go.  Will  you 
do  that? 

Secretary  Sullivan.  We  will  be  happy  to  have  our  staff  get  with 
yours.  Senator. 

Senator  Burdick.  All  right.  Thank  you. 

Senator  Harkin.  Thank  you,  Senator  Burdick. 

Mr.  Secretary,  let  us  get  back  to  reducing  infant  mortality  again. 
You  said  in  your  statement  you  wanted  to  increase  women's  access 
to  prenatal  and  perinatal  care,  looking  at  the  budget  document 
here,  and  yet  your  request  totally  eliminates  all  of  the  health  pro- 
fessions programs  that  train  family  doctors,  pediatricians,  nurse 
midwives,  nurse  practitioners,  and  physician's  assistants — totally 
eliminates  them.  So  my  question  to  you  is,  who  is  going  to  provide 
the  care? 

Secretary  Sullivan.  Well,  Senator,  we  do  not  totally  eliminate 
them.  The  National  Health  Service  Corps  program  is  one  that  we 
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have  increased.  It  was  at  the  level  of  $8  million  when  I  came  in 
2  years  ago,  it  is  now  up  to  $49  million,  and  we  have  included  a 
$5  million  increase  over  that  in  the  budget. 

These  dollars  are  primarily  for  training  more  disadvantaged  stu- 
dents for  the  health  professions  to  address  the  disparate  health 
status  of  our  minority  and  disadvantaged  populations. 

Another  thing  is  our  support  for  graduate  medical  education 
through  the  Medicare  program.  We  are  giving  greater  support  for 
residency  programs  in  primary  care,  family  medicine,  general  inter- 
nal medicine,  and  pediatrics. 

Senator  Harkin.  Under  what  program? 

Secretary  Sullivan.  Support  for  graduate  medical  education  is 
through  the  Health  Care  Financing  Administration.  What  we  are 
doing  is  restraining  the  support  for  residency  programs  in  special- 
ties such  as  ophthalmology,  anesthesiology,  or  radiology,  and  pro- 
viding support  for  residents  in  family  medicine,  pediatrics,  or  gen- 
eral internal  medicine,  because  of  the  need  for  more  primary  care 
physicians  in  urban  inner  cities  and  rural  areas. 

,S    J      £      PUBUC  HEALTH  AND  HEALTH  ADMINISTRATION 

Senator  Harkin.  Mr.  Secretary,  would  you  on  your  budget  pro- 
posal— would  you  look  under  the  heading  of  "Public  Health  and 
Health  Administration"  and  the  following  items:  public  health 
training  internships,  family  medicine,  general  internal  medicine 
and  pediatrics,  physician's  assistants,  family  medicine — did  I  men- 
tion that? — all  of  these  are  zeroed  out. 

I  will  have  my  staff  give  you  a  list  of  the  ones  that  are  zeroed 
out  here.  What  I  would  like  your  staff  to  do  is  to  tell  me  where 
these  are  being  picked  up.  If  we  are  duplicating  these  things,  I 
would  like  to  know  about  it,  and  I  think  what  you  were  saying  to 
me  is  that  this  is  being  picked  up  some  place  else.  I  would  like  to 
know  about  that,  because  you  asked  to  zero  them  out.  If  they  are 
being  done  some  place  else,  I  would  like  to  know  about  it.  So  I  will 
submit  to  you  a  list  of  the  ones  I  am  talking  about  here,  where  the 
budget  request  is  for  zero — ^for  example,  family  medicine  was  $36 
million  last  year  and  it  is  a  zero  request  this  year.  I  would  like  to 
knov/  where  that  is  being  picked  up. 

Secretary  Sullivan.  We  will  be  happy  to  get  a  response  back  to 
you.  Senator. 

Senator  Harkin.  I  would  appreciate  that. 

[The  information  follows:] 

Budget  Proposal 

In  fiscal  year  1991,  public  health  traineeships,  family  medicine,  general  internal 
medicine  and  pediatrics,  family  medicine  departments,  and  physicians  assistants 
were  supported  at  $68  million.  While  we  are  not  proposing  support  for  these  specific 
programs  in  fiscal  year  1992,  we  are  supporting  training  in  these  disciplines 
through  a  number  of  other  mechanisms.  Our  request  for  the  National  Health  Serv- 
ice Corps  recruitment  programs  will  grow  to  $54  million,  compared  to  $11  million 
in  fiscal  year  1990.  Throu^  our  minority  and  disadvantaged  efforts,  we  are  seeking 
$73  million  to  support  a  number  of  programs  including  EiXceptional  Financial  Need 
Scholarships  and  the  Health  Careers  Opportunity  Program.  Additionally,  we  are  re- 
questing $15  million  to  recapitalize  the  Health  Professions  Student  Loan  Program 
which  already  has  approximately  $65  million  available  in  the  revolving  loan  fund 
for  fiscal  year  1992.  These  minority  and  disadvantaged  training  programs  support 
a  variety  of  health  professions  disciplines  including:  medicine,  nursing,  osteopathic 
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medicine,  dentistry,  pharmacy,  pediatric  medicine,  optometry,  veterinary  medicine, 
allied  health,  public  health  and  clinical  psychology. 

Through  the  Medicare  program,  we  will  spend  more  than  $5  billion  in  fiscal  year 
1992,  on  the  direct  and  indirect  Medicare  costs  associated  with  training  interns  and 
residents.  In  fiscal  year  1991,  we  spent  approximately  $4.7  billion  on  these  training 
costs.  Our  fiscal  year  1992  legislative  package  contains  a  proposal  which  adjusts  our 
graduate  medical  education  payment  to  encourage  the  tredning  of  primary  care  resi- 
dents. 

INFANT  MORTALITY  INITIATIVE 

Senator  Harkin.  One  more  thing  on  the  infant  mortality  ini- 
tiative. Are  you  going  to  declare  what  cities  they  are?  Is  there 
going  to  be  some  kind  of  a  long  process  of  cities  applying  for  this? 
How  is  this  going  to  run? 

Secretary  Sullivan.  It  will  be  competitive,  Senator.  We  will  in- 
vite applications  from  areas  that  have  high  infant  mortality.  Con- 
sideration will  be  given  to  the  quality  of  the  proposed  approaches 
for  reducing  infant  mortality  over  a  5-year  period  by  at  least  50 
percent,  and  the  evaluation  process  proposed  for  measuring  the  im- 
pact of  their  efforts. 

It  will  not  be  the  top  10  areas — cities  and  rural — ^that  will  be 
competing.  It  will  be  a  discrete  geographic  or  governmental  unit, 
and  will  include  the  level  of  infant  mortality,  and  the  quality  of  the 
program.  We  want  to  know  at  the  end  of  this  what  works  and  why. 
We  can  then  take  the  best  data  and  use  that  to  develop  a  national 
approach. 

Senator  Harkin.  So,  it  sounds  like  you  are  going  to  have  a  com- 
petition out  there  and  you  are  going  to,  first  of  all,  publish  the  cri- 
teria they  have  to  meet  and  how  they  would  compete  for  the  funds. 
So,  you  are  talking  about  a  period  of  time  here. 

When  would  you  expect  that  the  final  date  would  be  for  the 
cities — you  mention  rural  areas,  but  I  understand  it  is  just  cities, 
10  cities.  That  is  the  way  it  has  been  told  to  us.  When  would  be 
the  final  date  that  you  anticipate  that  you  would  have  for  their  ap- 
plication? 

Secretary  Sullivan.  I  can  get  that  information  back  to  you.  Sen- 
ator. It  would  be  during  fiscal  year  1992.  I  will  get  you  the  sched- 
ule for  the  application  cycle. 

[The  information  follows:] 

Healthy  Start  Initiative 

The  Healthy  Start  Initiative  will  provide  communities  with  funding  to  create  a 
comprehensive  prenatal  care  program  for  low-income  women  and  their  infants.  To 
accomplish  this  goal,  medical  and  social  services  providers  within  the  targeted  com- 
munities will  work  collaboratively  to  develop  new  and  innovative  means  of  deliver- 
ing services  to  meet  the  needs  of  pregnant  women  and  infants.  We  believe  it  is  im- 
perative to  begin  this  initiative  immediately.  Therefore,  Federal  Register  notices  will 
be  published  in  April  announcing  the  availability  of  fiscal  year  1991  funds.  The 
Health  Resources  and  Services  Administration  will  provide  pre-application  technical 
assistance,  including  several  bidders  conferences  beginning  in  late  April.  The  dead- 
line for  Healthy  Start  applications  will  be  July  1,  1991.  We  hope  to  award  grants 
to  approximately  10  communities  in  August.  As  you  are  aware,  I  had  initially 
planned  on  $57  million  to  launch  Healthy  Start  in  fiscal  year  1991,  however,  based 
on  Congressional  action  only  $25  million  will  be  available. 
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REPROGRAMMING 

Senator  Harkin.  Then  we  will  not  be  asked  for  reprogramming 
for  1991,  then. 
Secretary  Sullivan.  No;  for  1991  or  1992? 
Senator  Harkin.  1991. 

Secretary  Sullivan.  We  are  asking  for  reprogramming  for  1991 
to  get  started  on  this  initiative  as  soon  as  possible.  We  want  to 
begin  during  the  current  year. 

Senator  Harkin.  I  do  not  understand. 

Secretary  Sullivan.  The  total  program  will  be  $171  milhon. 

Senator  Harkin.  Why  would  you  want  it  reprogrammed  this  year 
if,  in  fact,  you  will  not  even  be  disbursing  any  of  the  moneys  for 
at  least  another  year,  into  fiscal  year  1992? 

Secretary  Sullivan.  We  plan  to  have  up  to  10  areas  that  we 
would  have  funded.  We  want  to  get  started  this  year.  We  do  not 
want  to  wait  and  make  all  of  the  awards  simultaneously.  If  we  did 
that,  we  would  have  to  wait  until  we  had  a  total  of  $171  million. 

We  have  asked  for  $105  million  in  new  money  in  1992,  but  want 
to  start  in  1991  with  reprogramming  from  the  community  health 
center,  maternal  and  child  health,  and  some  other  programs. 

Senator  Harkin.  Of  about  $57  million,  but  it  does  not  take  $57 
million  between  now  and  October  to  get  the  criteria  set  and  get  the 
information  out  to  the  cities.  I  mean,  I  cannot  believe  it  would  cost 
$57  million  to  do  that. 

infant  mortality  initiative 

Secretary  Sullivan.  That  would  include  some  of  the  awards  that 
would  be  made  in  1991. 

Senator  Harkin.  But  I  just  asked  you  about  the  awards.  You 
said  this  would  be  into  1992  before  you  would  have  the  closing  date 
for  all  the  cities.  You  are  going  to  have  the  criteria,  they  are  going 
to  have  to  apply,  they  are  going  to  have  to  meet  certain  standards, 
you  are  going  to  have  to  review  all  these  things,  and  you  say  it  is 
not  going  to  be  until  well  into  fiscal  year  1992,  so  why  do  you  need 
$57  million  this  year?  I  just  do  not  understand  that. 

Secretary  Sullivan.  It  would  be  1992  before  the  program  is  up  t 
to  full  steam.  We  want  to  get  started  now  because  this  is  an  urgent  r 
problem.  The  reprogramming  of  1991  dollars  would  help  us  get 
started  early. 

We  will  have  many  applications  and  limited  dollars.  Out  of  10  i 
successful  applications  we  might  fund  3  now,  or  some  other  num-  i 
ber.  Then  when  additional  dollars  are  available,  we  would  fund  ad 
ditional  successful  applicants.  f 

Senator  Harkin.  So  there  could  be  applicants  that  would  qualify  fc 
prior  to  the  end  of  this  fiscal  year? 

Secretary  Sullivan.  Yes. 

Senator  Harkin.  Will  you  be  sending  up  a  formal  request  for  re-  i 
programming? 

Secretary  Sullivan.  Yes. 

Senator  Harkin.  When  will  we  receive  that?  I  have  been  reading 
about  it  and  we  have  talked  about  it  on  the  phone,  of  course. 

Secretary  Sullivan.  I  will  get  a  response  back  to  you  on  that  r 
shortly. 
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[The  information  follows:] 

The  Healthy  Start  reprogramming  letter  was  sent  to  the  Senate  on  March  12, 
1991. 

RURAL  HEALTH 

Senator  Harkin.  Thank  you.  OK,  that  clears  that  up  pretty  well. 

I  did  want  to  cover  one  other  thing  on  rural  health  care  with  you, 
Dr.  Sullivan.  In  a  recent  survey  of  State  executives  conducted  by 
your  Department,  41  Governors  said  that  rural  health  care  is  a 
chief  concern,  yet  a  review  of  your  1992  budget  shows: 

One,  no  funds  requested  for  the  essential  access  community  hos- 
pital or  rural  primary  care  hospital  programs; 

Two,  no  funds  proposed  for  rural  health  transition  grants — I 
mentioned  that  in  my  opening  statement  earlier; 

Three,  after  almost  2  years,  no  one  has  been  appointed  director 
of  ADAMHA's  Office  of  Rural  Mental  Health  Research; 

Four,  no  funds  are  requested  for  the  health  professions  programs 
targeted  to  rural  areas,  AHECS,  board  of  health  education  centers; 
ana 

Five,  there  is  a  proposal  to  outreach  health  services  that  links 
service  providers,  but  your  proposal  is  only  for  10  cities  and  no 
funds  are  requested  for  rural  health  outreach  grants. 

There  is  a  cut  proposed  for  the  Office  of  Rural  Health  Policy, 
with  just  $800,000  proposed  to  support  State  offices  of  rural  health 
in  1992. 

Maybe  this  represents  my  own  bias,  because  as  you  know  I  come 
from  a  town  of  150  people — ^you  cannot  get  much  more  rural  than 
that — and  so  I  take  a  very  close  look  at  what  is  in  here  for  rural 
America,  and  I  was  surprised  to  hear  about  Pennsvlvania — ^you  are 
rieht,  Senator  Specter.  If  you  have  2  million  people  in  rural  Penn- 
sylvania, that  is  as  much  as  we  have  got — ^weli,  not  quite.  What  did 
you  say,  2  million  or  2.5  million? 

Senator  Specter.  2.5  million  people  in  rural  Pennsylvania. 

Senator  Harkin.  That  is  almost — well,  we  have  about  2.9  million 
in  the  entire  State  of  Iowa.  When  I  see  all  these  cuts  coming  in 
I  rural  areas,  I  get  quite  concerned,  and  I  would  lust  like  to  hear  any 
,  thoughts  you  nave  on  these  proposed  cuts  ana  I  am  sure  you  see 
rural  America  and  rural  health  care  as  part  of  your  domain  also, 
not  just  the  cities  out  there. 

Secretary  Sullivan.  On  the  issue  of  health  personnel — our  Na- 
tional Health  Service  Corps  program  is  one  program  that  helps 
rural  areas  significantly  in  obtaining  the  personnel  who  are  need- 
ed. That  program  has  increased  from  $8  million  when  I  came  in  as 
Secretary  to  $49  million.  We  propose  an  additional  increase  of  $5 
million  for  next  year. 

This  program  provides  not  only  scholarship  support  but  also  loan 
repayment  moneys  for  individuals  who  commit  themselves  to  serv- 
I  ing  in  medically  underserved  areas. 

I  The  Office  of  Rural  Health  Care  goes  from  $4.7  million  down  to 
I  $4.1  million.  This  does  represent  a  decrease,  but  there  is  still  a  sig- 
;   nificant  budget  for  that  office. 

I  We  are  working  with  our  regional  directors  and  with  the  State 
t   rural  health  councils  where  our  regional  directors  sit  on  these 

ii  councils  to  work  with  them  on  their  plans. 
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The  rural  access  centers  was  established  as  a  demonstration  pro- 
gram and  is  in  its  second  year.  We  have  felt  the  need  to  wait  for 
additional  information  on  how  effective  these  access  centers  are  be- 
fore asking  for  more  money.  That  is  why  we  have  not  asked  for  ad- 
ditional dollars  for  this  year.  We  need  to  see  how  the  centers  that 
we  have  fiinded  are  working  before  coming  back  to  ask  for  addi- 
tional dollars.  ,    ^        n-  o 

Senator  Harkin.  Thank  you  very  much,  Dr.  Sullivan.  Senator 

Specter? 

EVALUATING  DRUG  PROGRAMS 

Senator  Specter.  Thank  you,  Mr.  Chairman. 

Mr.  Secretary,  when  you  have  appeared  here  in  the  past,  I  have 
asked  you  about  the  process  of  evaluating  drug  programs  on  ther- 
apy rehabilitation  to  make  a  determination  as  to  what,  if  anything, 
is  being  successful.  Can  you  shed  any  additional  hght  at  this  time 
on  what  programs  on  rehabilitation  are  working  where  your  De- 
partment has  been  making  grants?  ,1.1     r  n 

Secretary  Sullivan.  Yes,  Senator  Specter.  I  will  send  back  a  lull 
statement  for  the  record  from  my  staff  with  details.  I  have  been 
told  by  Dr.  Mason,  my  Assistant  Secretary  for  Health,  and  Dr. 
Goodwin,  our  Administrator  of  the  Alcohol,  Drug  Abuse,  and  Men- 
tal Health  Administration,  that  the  programs  are  effective.  They 
are  working,  and  the  longer  we  keep  people  in  treatment  the  high- 
er the  success  rate  is.  We  have  to  look  upon  drug  addiction  as  a 
chronic  relapsing  disorder  and  accept  the  fact  that  we  will  have 
failures.  It  is  similar  to  diabetes  or  osteoarthritis  in  that  they  are 
chronic  disorders,  but  they  are  helped  by  treatment. 

I  want  to  get  back  to  you  on  the  specifics  of  the  various  treat- 
ment programs.  ^  .        T  IJ 

Senator  Specter.  I  would  appreciate  that,  Mr.  Secretary.  I  would 
like  to  know  which  programs  are  working,  and  would  like  to  know 
the  statistical  basis  for  that  determination.  For  example,  how  many 
people  have  been  in  the  program,  what  kind  of  tracking  there  is 
after  they  leave  the  program,  how  many  are  involved  m  recidivism, 
how  many  are  involved  in  additional  drug  use. 

This  is  a  question  which  has  been  of  concern  to  me  for  a  long 
time,  since  I  had  a  hand  in  bringing  Gandenzia  House  Rehabilita- 
tion Center  to  Pennsylvania— Westchester— back  in  1968,  and  I 
have  not  yet  seen  enough  by  way  of  follow-up  on  addiction  to  be 
satisfied  as  to  the  efficacy  of  the  rehabilitation  program,  so  I  would 
like  to  have  that  in  detail. 

[The  information  follows:] 

I  have  asked  Dr.  Fred  Goodwin,  the  Administrator  of  the  Alcohol,  Drug  Abuse  and 
Mental  Health  Administration  to  prepare  a  report  which  provides  information  on 
which  drug  abuse  treatment  programs  work.  We  will  provide  this  report  to  the  Con- 
gress by  June  1,  1991. 

ALLOCATION  OF  DRUG  FUNDING 

Senator  Specter.  Mr.  Secretary,  let  me  ask  you  about  the  alloca- 
tion of  drug  funding.  We  had  the  confirmation  hearing  of  Governor 
Martinez  a  few  days  ago  in  the  Judiciary  Committee,  and  we  went 
through  the  continuing  debate  about  how  much  ought  to  be  alio- 
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cated  to  the  so-called  demand  side  rehabilitation  education  con- 
trasted with  the  supply  side  interdiction,  strike  forces,  et  cetera. 

There  were  quite  a  few  of  us  on  the  Judiciary  Committee  who 
urged  a  50^0  split,  and  I  would  be  interested  in  your  view  as  to 
what  an  appropriate  division  would  be,  and  I  might  say  that  I  ask 
that  question  with  the  hope  that  we  can  increase  the  division  to 
50-50  and  can  look  to  some  advocacy  from  your  Department  in 
that  regard. 

Secretary  Sullivan.  Thank  you,  Senator  Specter. 

As  Governor  Martinez  may  have  mentioned  to  you,  we  look  at 
the  dollars  devoted  to  demand  reduction.  My  Department  has  a 
major  responsibility  in  that  area  which  includes  treatment,  preven- 
tion, education,  and  research.  We  compare  the  dollars  for  law  en- 
forcement, and  the  dollars  for  preventing  drugs  from  coming  into 
the  country  involving  our  State  Department,  military,  Coast  Guard, 
and  others.  It  breaks  down  into  roughly  thirds.  Of  the  $11  billion 
now  in  the  drug  program  we  are  spending  approximately  one-third, 
or  around  30  percent,  for  demand  reduction  activities. 

Mv  budget  nas  an  increase  of  $128  million  for  treatment  which 
would  add  some  9,000  drug  treatment  slots.  If  the  States  match 
our  dollars  on  the  ratio  that  they  have  in  the  past,  we  would  in- 
crease the  number  of  people  who  can  be  treated  by  200,000.  I  can 
get  those  specific  figures  back  to  you. 

Senator  Specter.  Are  you  satisfied  with  a  70-30  split — 70  for 
law  enforcement?  I  understand  that  is  what  it  is.  It  is  not  too  far 
from  two-thirds/one-third,  with  an  even  slightly  more,  as  I  under- 
stand it,  balance  for  supply  side.  Are  you  satisfied  with — we  will 
take  your  figure — one-third  for  demand,  two-thirds  for  supply? 

Secretary  Sullivan.  We  have  had  significant  increases  in  fund- 
ing for  demand  reduction.  We  have  doubled  our  research  budget 
and  increased  dollars  for  treatment. 

The  problems  we  are  running  into  are  not  related  to  a  shortage 
of  funcfing.  The  major  problem  is  getting  drug  treatment  facilities 
established  in  commimities.  What  we  have  seen  all  over  the  coun- 
try is  the  objection  of  people  to  having  such  facilities  in  their  com- 
mimities. 

Senator  Specter.  Are  you  saying  you  cannot  utilize  any  more 
funding  on  the  demand  side? 

Secretary  Sullivan.  We  think  that  with  the  dollars  that  we  have 
now,  we  will  be  reaching  virtually  everyone  who  is  on  drugs  who 
is  ready  for  treatment.  I  will  be  happy  to  get  these  figures  back  to 
vou  with  the  methodology  used  to  derive  them.  With  the  funds  we 
nave  requested,  we  woiiKi  be  able  to  reach  the  majority  of  addicts 
who  are  ready  for  treatment. 

[The  information  follows:] 

Antidrug  Abuse  AcnvrriES 

The  $1.8  bOlion  requested  in  my  fiscal  year  1992  budget  for  antidrug  abuse  activi- 
ties represents  a  five-fold  increase  in  HHS  antidrug  abuse  activities  since  1986.  Hiis 
is  significant.  Recent  data  such  as  the  High  School  Senior  Survey  and  the  National 
Household  Survey  show  that  we  are  making  progress  in  the  War  on  Drugs,  but  we 
still  need  more  treatment  services  than  are  currently  available.  However,  it  is  im- 
portant to  ensure  that  additional  treatment  dollars  go  to  those  areas  most  in  need. 
That  is  why  my  budget  proposes  a  new  $99  million  treatment  program  that  will  pro- 
vide grants  to  States  based  on  community  needs  assessment  and  the  State's  plan 
for  providing  drug  treatment  services.  Expanding  drug  treatment  capacity  through 
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this  mechanism  is  preferable  to  the  Alcohol,  Drug  Abuse  and  Mental  Health  Serv- 
ices Block  Grant  because  it  allows  us  to  target  our  resources  to  communities  which 
need  them  the  most. 

ALLOCATION  OF  DRUG  FUNDING 

Senator  Specter.  Senator  Biden  has  asked  for  an  additional  $3 
billion,  with  a  significant  part  of  that  to  go  to  the  demand  side.  Are 
you  of  the  opinion  that — well,  I  am  asking  you  the  same  question, 
and  I  am  not  quite  sure  what  your  answer  was — are  you  getting 
all  of  the  money  that  you  can  effectively  utilize  on  the  demand 
side? 

Secretary  Sullivan.  Senator  Specter,  given  the  budget  agree- 
ment we  would  have  to  take  $3  billion  from  something  else  in  our 
Department.  I  would  say  that  that  would  be  totally  inappropriate. 

Senator  Specter.  That  is  a  different  question  about  priorities, 
and  I  understand  that  you  are  a  Cabinet  officer  of  an  administra- 
tion which  has  a  policy,  and  maybe  you  are  bound  by  the  policy, 
so  that  is  that. 

But  we  have  to  make  an  evaluation  from  a  congressional  point 
of  view  in  the  Senate  as  to  what  the  priorities  ought  to  be,  and  it 
is  not  an  easy  matter  to  evaluate — ^how  well  we  are  doing  in  Peru, 
how  well  we  are  doing  in  Columbia,  what  the  effect  of  strike  forces 
is,  the  overall  balance — and  I  know  the  administration  has  come  up 
with  two-thirds,  one-third,  or  a  70-30  split,  and  I  have  a  judgment 
which  is  contrary  to  that. 

I  think  there  is  a  growing  body  of  sentiment  in  the  Congress  that 
the  educational  aspect  is  probably  the  most  cost  effective,  even 
more  so  than  rehabilitation,  and  we  are  putting  a  tremendous  sum 
of  money  into  drugs.  We  added  $1.8  billion  in  the  1986  legislation, 
$2.7  billion  in  1988,  and  the  funding  now  is  $1  billion  over  last 
year.  We  are  up  to  $11.7  billion. 

Let  me  ask  you  to  do  this.  Let  me  ask  you  to  take  a  look  at  the 
allocation  and  you  and  I  will  be  around  to  discuss  this  next  year, 
but  I  would  urge  you  to  take  a  look  at  a  greater  proportion  on  de- 
mand, and  perhaps  it  might  be  possible  to  have  some  sort  of  an 
evaluation  somewhere. 

Maybe  we  might  request  this.  Senator  Harkin,  from  one  of  the 
agencies,  telling  us  what  we  are  getting  for  the  extra  dollar  on 
interdiction  or  law  enforcement.  Maybe  one  of  the  agencies  could 
give  us  some  evaluation,  because  it  is  very  hard  to  make  a  call  on 
it.  But  I  think  there  is  more  to  be  said  for  that  kind  of  a  balance. 

Let  me  take  up  one  other  question,  because  the  hour  is  growing 
late,  Dr.  Sullivan,  and  this  has  just  come  to  my  attention,  and  it 
is  an  imusual  problem  which  has  arisen  in  Pittsburgh,  where  the 
Urban  League  of  Pittsburgh,  Inc.,  received  a  letter  from  you  dated 
December  31  congratulating  them  on  being  selected  as  a  grantee 
for  the  community  coalition  to  support  health  and  human  service 
needs  of  the  minority  male  grant  program. 

They  took  this  letter  to  mean  approval  of  a  demonstration  pro- 
gram for  black  males.  Then  they  received  another  letter  from  Dr. 
Harold  L.  Kelly,  Chief  of  Special  Initiatives  of  your  Department,  on 
February  4,  advising  them  that  the  issue  of  the  demonstration 
project  for  black  males  was  under  consideration  and  that  the  prior 
letter  had  been  a  grant  for  a  conference  on  black  males. 
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Acting  on  the  conclusion  that  the  first  letter  was  the  grant  for 
the  demonstration  project  on  black  males,  they  made  a  number  of 
commitments  and  announcements  and  acquisition  of  an  operative 
van  for  health  purposes,  and  I  am  told  some  other  commitments. 

I  would  appreciate  it  if  you  would  take  a  look  at  this  and  see  if 
the  unique  circumstances  might  not  weigh  heavily  on  an  award  for 
the  demonstration  program  for  the  black  males,  so  that  they  will 
have  the  resources  to  support  the  commitments  which  have  allo- 
cated in  that  direction. 

I  know  you  have  not  had  any  notice  of  this,  and  as  I  say,  I  just 
found  out  about  it  today.  It  seems  like  every  time  a  Secretary  ap- 
pears we  get  an  emergency  call  from  some  locale  where  some  criti- 
cal problem  has  just  arisen. 

MINORITY  MALE  GRANT  PROGRAM 

Secretary  Sullivan.  Sometimes  we  are  rain  makers.  Senator.  I 
will  be  happy  to  get  a  response  back  to  you.  I  learned  about  this 
problem  earlier  today,  and  I  will  be  happy  to  look  into  it.  There  are 
really  two  applications  from  the  Urban  League. 

The  first  was  for  the  conference  grant  and  the  second  for  the  pro- 
gram grant.  The  second  is  still  in  process.  The  review  process  is 
still  underway.  We  expect  to  be  making  some  decisions  this  spring, 
but  I  will  be  happy  to  get  this  back  to  you  in  writing. 

[The  information  follows:] 

Grant  Award  ^ 

I  regret  that  there  has  been  some  confusion  relating  to  the  award  of  a  grant  to 
the  Pittsburg  Urban  League.  In  the  fall  of  1990,  the  Pittsburgh  Urban  League  re- 
ceived a  grant  award  for  a  conference  grant  in  connection  with  our  Minority  Male 
Initiative.  Tlie  Urban  League  received  notification  of  its  receipt  of  the  award  at  that 
time.  However,  because  of  my  keen  interest  in  the  Minority  Male  Initiative,  that  an- 
nouncement was  followed  by  a  personal  letter  from  me.  Unfortunately,  because  my 
letter  arrived  after  the  official  notification  of  grant  award,  it  was  interpreted  that 
I  was  referring  to  a  different  application  which  the  Urban  Lea^e  had  submitted 
for  a  3-year  coalition  demonstration  grant,  another  component  of  the  Minority  Male 
Initiative.  That  application  is  now  under  review  and  we  expect  to  make  our  final 
selection  later  this  Spring. 

HEALTH  OBJECTIVES  2000 

Senator  Specter.  Well,  Mr.  Secretary,  my  final  comment  is,  I 
compliment  you  on  your  extraordinary  staff,  because  my  extraor- 
dinary staff  of  Earthamae  Isaac,  Craig  Higgins,  and  Bettilou  Taylor 
just  told  me  about  it,  and  with  your  staff  operating  as  fast,  you 
have  got  a  very  good  staff.  [Laughter.] 

Secretary  Sullivan.  We  are  the  kinder,  gentler  Department, 
Senator. 

Senator  Specter.  Thank  you,  Mr.  Chairman. 
Senator  Harkin.  I  just  have  a  couple,  I  am  cognizant  of  the  time 
here. 

One  is  on  prevention.  You  mentioned  the  Health  Objectives  2000 
Act,  passed  last  year  here  in  Congress  to  incorporate  your  health 
objectives  2000.  As  you  pointed  out,  we  are  spending  over  $600  bil- 
lion a  year. 

Let  us  look  at  the  past.  How  about  the  health  objectives  for 
1990?  Instead  of  eliminating  tuberculosis,  which  is  one  of  the  goals. 
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a  disease  that  has  been  curable  and  preventable  for  about  40  years, 
the  number  of  cases  actually  increased.  We  are  seeing  an  increased 
number  of  measles  outbreaks  and  deaths  from  measles.  Now  we 
have  the  year  2000  health  objectives,  setting  forth  a  fairly  com- 
prehensive set  of  goals  for  improving  the  health  of  Americans  by 
the  turn  of  the  century. 

Has  the  Department  developed  a  comprehensive  plan  laying  out 
for  each  objective  which  changes  in  Federal  programs  or  increases 
in  Federal  funding  should  be  made  so  that  we  can  achieve  in  the 
year  2000  what  we  did  not  achieve  in  1990?  You  have  got  the  goals 
out  there.  Are  you  looking  at  the  specific  Federal  programs  saying 
these  have  to  be  increased,  these  have  to  be  emphasized  to  achieve 
those  goals? 

Secretary  Sullivan.  Senator  Harkin,  the  goals  for  1990,  which 
were  established  in  1980,  involved  280  hard  objectives  as  health 
goals  for  the  Nation.  We  reached  about  one-half  of  those  goals. 

This  was  the  first  time  we  set  goals  for  the  Nation.  About  one- 
quarter  of  the  goals  we  did  not  reach,  infant  mortality  being  one, 
but  the  experience  that  we  gained  from  this  prior  iteration  has 
been  very  helpful  to  us  in  developing  the  goals  for  the  year  2000. 

These  goals  we  refer  to  as  national  goals.  They  are  goals  which 
call  for  not  only  the  Federal  Government  but  State  and  local  gov- 
ernments, the  private  sector,  individuals  themselves,  philanthropic 
organizations,  et  cetera,  to  participate.  We  will  not  reach  these 
goals  with  the  Federal  Government  acting  alone. 

We  feel  very  confident  that  the  goals  we  have  established  for  the 
year  2000 — some  298  goals  in  22  priority  areas — are  realistic.  They 
can  be  reached.  The  experience  that  we  gained  from  the  prior  effort 
will  be  very  helpful.  They  include  such  things  as  bringing  infant 
mortality  down  to  7  infant  deaths  per  1,000  live  births.  We  know 
we  can  reach  that. 

Japan  is  already  at  six.  At  the  end  of  World  War  II,  Japan  had 
an  infant  mortality  rate  much  higher  than  ours,  but  they  made  the 
concerted  effort,  and  they  have  been  successful. 

Another  goal  is  to  reduce  the  incidence  of  smoking  to  less  than 
15  percent  of  our  population.  Right  now  it  is  around  27  or  28  per- 
cent. Again,  we  feel  that  we  can  reach  that  goal,  but  we  have  to 
do  a  number  of  things  to  reach  it. 

We  are  focusing  more  funds  on  prevention,  as  well  as  trying  to 
mobilize  our  citizens  to  understand  the  power  that  they  have  to  in- 
fluence their  own  health  futures.  By  that  I  refer  to  the  fact  that 
the  Public  Health  Service  estimates  that  we  could  reduce  by  one- 
third  all  causes  of  acute  disability  and  by  two-thirds  all  causes  of 
chronic  disability  by  changing  health  behavior  involved  in  the  top 
10  causes  of  death  and  disability  in  our  society. 

I  feel  optimistic  that  we  will  reach  those  goals.  There  are  specific 
timetables.  Our  Assistant  Secretary,  Dr.  Mason,  can  fill  you  in  in 
more  detail  than  I.  He  meets  every  2  weeks,  and  goes  over  several 
of  those  objectives  with  members  of  his  staff  and  others.  During  the 
course  of  a  year  all  298  objectives  are  reviewed  in  terms  of  the 
progress  that  has  been  made  toward  them,  any  problems,  and  the 
resources  and  organization  required. 
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We  feel  optimistic  and  are  pushing,  because  that  has  to  be  a  cen- 
tral part  of  our  efforts  to  improve  the  health  of  our  citizens,  as  well 
as  to  control  costs  of  a  health  care  system. 

HEALTH  OBJECTIVES  2000 

Senator  Harkin.  Well,  I  hope  that  you  might  work  with  us 
here — we  both  have  the  same  objectives — and  see  what  we  can  do 
to  assist  and  help  in  any  way  in  terms  of  providing  the  emphasis 
in  those  areas.  The  health  objectives  really  focus  us  toward  preven- 
tion and  health  promotion  by  the  year  2000. 

Secretary  Sullivan.  We  welcome  cooperation  with  you,  and  look 
forward  to  working  with  you. 

Senator  Harkin.  If  you  have  those,  you  can  either  submit  them 
or  just  send  them  up,  or  ask  Dr.  Mason  to  work  with  our  staff  on 
whatever  we  can  do  to  start  planning  ahead  for  next  year,  even, 
to  start  meeting  some  of  those,  whatever  they  might  be. 

Secretary  Sullivan.  Mr.  Chairman,  one  other  thing  about  the 
"Healthy  People  2000"  report  is  that  it  represents  the  first  time,  to 
my  knowledge,  that  any  nation  has  had  a  comprehensive  series  of 
health  objectives. 

I  have  alluded  to  these  objectives  at  meetings  with  ministers  of 
health  from  other  countries.  At  the  World  Summit  for  Children  last 
September  I  distributed  goals  for  the  health  of  children  along  with 
the  educational  goals  that  came  out  of  the  educational  summit  the 
President  had  with  the  Governors. 

That  has  attracted  a  lot  of  interest  from  other  nations  who  are 
now  looking  at  this  process  and  are  developing  their  own  vari- 
ations. We  will  be  happy  to  report  to  you  in  more  detail  as  to  how 
that  program  is  working. 

[The  information  follows:] 

Healthy  People  2000 

Consistent  with  the  concepts  that  Healthy  People  2000  represents  a  set  of  na- 
tional, and  not  just  Federal,  goals  and  objectives,  and  that  their  achievement  will 
require  efforts  by  not  only  the  Federal  government,  but  also  by  State  and  local  gov- 
ernments, the  private  sector,  community  £ind  non-profit  organizations,  and  by  indi- 
viduals themselves,  it  is  not  feasible  to  develop  one  comprehensive  implementation 
plan.  Instead,  each  of  these  actors  is  developing  its  own  plans  that  address  its  share 
of  responsibility  required  to  ensure  that  these  goals  and  objectives  are  met  by  the 
vear  2000.  The  Department  is  leading  this  process  by  designing  its  own  plans  and 
by  offering  to  provide  technical  assistance  to  others  as  they  draw  up  their  own.  The 
Public  Health  Sendee  (PHS),  for  example,  is  currently  developing  its  own  implemen- 
tation plans  covering  each  of  the  22  priority  areas  for  each  of  its  constituent  agen- 
cies. PHS  expects  to  have  completed  this  document  some  time  this  fall,  and  we 
should  be  able  to  share  it  with  you  once  it  is  published. 

However,  it  is  also  important  to  note  that  we  have  not  waited  for  more  plans  to 
be  developed  to  begin  our  implementation  efforts.  In  formulating  the  budget  request 
now  before  you,  we  were  very  cognizant  of  the  Healthy  People  2000  goals  and  objec- 
tives. I  know  that  the  unprecedented  emphasis  and  budget  increases  for  preventive 
activities  in  the  1992  President's  budget  are  a  reflection  of  this  concern.  The  strate- 
gies cited  in  Healthy  People  2000  have  helped  guide  our  selection  of  priorities  for 
the  1992  budget  request,  and  thus  our  resources  are  proposed  to  be  focused  on  ex- 
panding proven  prevention  services  targeted  to  childhood  and  other  health  problems 
particularly  affecting  the  poor  and  disadvantaged;  and  improving  the  ability  of  Fed- 
eral, State,  and  local  governments  to  understand  and  respond  to  such  health  prob- 
lems. This  is  demonstrated  by  the  significant  budget  increases  reauested  in  1992  in 
numerous  prevention  areas,  such  as  infant  mortality  reduction,  cnildhood  immuni- 
zation, breast  and  cervical  cancer  screenings,  lead  poisoning  prevention,  injury  con- 
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trol,  smoking  cessation,  food  and  drug  safety,  substance  abuse  prevention,  and  other 
prevention-related  biomedical  and  behavioral  research. 

INDIRECT  COSTS 

Senator  Harkin.  I  appreciate  that. 

Last,  and  this  will  be  the  last  one,  I  just  want  to  cover  an  issue 
that  keeps  coming  up  and  keeps  bubbling  to  the  surface,  and  it  is 
something  that  has  to  be  addressed.  I  do  not  know  exactly  how,  but 
it  has  got  to  be  addressed. 

Your  1992  request  for  NIH  includes  $1.9  billion  for  indirect  costs 
associated  with  the  grant  awards  that  NIH  expects  to  make  next 
year.  The  indirect  cost  rates  range  from  6.3  percent  for  the  foimda- 
tion  at  the  New  Jersey  Institute  of  Technology  to  155  percent  for 
the  Michigan  Cancer  Foundation. 

You  know  indirect  cost  rates  vary  for  a  number  of  reasons.  Ac- 
cording to  a  study  done  by  the  inspector  general  in  1987,  one  of  the 
reasons  for  indirect  cost  rate  variance  is  the  space  used  by  facili- 
ties. 

For  example,  in  1987,  the  University  of  California  at  San  Fran- 
cisco and  the  University  of  Washington  had  very  comparable 
amounts  of  NIH  research  work.  However,  one  imiversity  devoted 
1,178,000  square  feet  to  that  research.  The  other  devoted  only 
531,000  square  feet  to  the  research  they  did.  The  cost  of  the  space 
in  both  cases  was  reimbursed  through  the  indirect  cost  payment 
program. 

I  know  you  are  aware  of  the  problems  that  have  been  reported 
at  Stanford  University,  where  the  cost  of  the  university's  yacnt  and 
flowers  for  the  president's  home  have  been  chargea  to  indirect 
costs. 

Mr.  Secretary,  as  you  know,  the  Appropriations  subcommittee  for 
the  Department  of  Agriculture,  which  is  chaired  by  Senator  Bur- 
dick,  and  I  sit  on  that,  imposed  a  25-percent  indirect  cost  rate  cap 
in  fiscal  year  1990,  and  in  1991  that  cap  was  reduced  to  14  percent. 

So  I  guess  I  am  basically  saying  that  we  have  got  a  problem  out 
there,  and  could  you — if  not  now,  perhaps  could  you  submit  to  us 
later  on  some  suggestions  for  solving  this? 

Last,  should  we  consider  putting  a  cap  on  it,  just  as  we  did  in 
agriculture? 

Secretary  Sullivan.  Thank  you,  Mr.  Chairman.  I  would  like  to 
get  a  more  detailed  response  back  to  you. 
[The  information  follows:] 

Indirect  Costs 

Indirect  costs  are  designed  to  reimburse  grantees  for  legitimate,  real  costs  of  con- 
ducting research — ^utilities,  administrative  support,  equipment  and  facilities  mainte- 
nance. While  an  indirect  cost  cap  may  serve  to  reduce  the  costs  of  research  in  the 
short-term,  an  unreasonably  low  cap  will  also  undermine  seriously  the  ability  of 
manv  institutions  to  conduct  government-sponsored  research,  I  also  might  add  that 
the  NIH's  "market  share"  of  research  grants  to  universities  across  the  country  is 
considerably  larger  than  that  of  the  Department  of  Agriculture — more  than  forty 
times  larger — consequently  the  affect  of  a  cap  on  NIH  indirect  cost  payments  would 
be  magnified  considerably. 

A  cap  is  not  the  only  way  to  contain  or  reduce  indirect  costs,  and  until  we  look 
at  all  the  options  available  to  us,  I  am  unable  to  say  yes  or  no.  I  do  know  that  the 
new  Director  of  the  National  Institutes  of  Health,  Dr.  Bemadine  Healy,  shares  my 
view  that  we  must  assure  that  each  of  our  research  dollars  is  spent  well,  and  that 
she  has  stated  an  interest  in  participating  in  the  review  of  indirect  costs. 
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INDIRECT  COSTS 

Secretary  SULLIVAN.  I  think  that  Stanford  itself  has  indicated 
that  they  were  in  error  with  the  charges  for  this  yacht,  and  I  be- 
lieve they  have  withdrawn  that  request. 

Senator  Harkin.  Excuse  me,  I  just  wondered — ^you  know,  again, 
we  want  to  cultivate  a  culture  of  character  in  our  society.  I  just 
wonder  if  the  individual  responsible  for  listing  that  yacht  as  indi- 
rect costs  got  canned. 

Secretary  Sullivan.  I  do  not  know,  Mr.  Chairman. 

Senator  Harkin.  I  would  sure  like  to  find  out.  Would  you  help 
me  find  out?  [Laughter.] 

Secretary  Sullivan.  This  is  a  process  that  is  still  under  review, 
but  one  of  the  things  in  the  way  these  agreements  are  made  is  the 
question  of  which  Federal  agency  has  the  lead  for  negotiating  indi- 
rect costs.  For  Stanford  it  was  the  Office  of  Naval  Research,  and 
I  think  that  is  an  issue  that  perhaps  we  want  to  review. 

It  was  not  individuals  with  HHS  who  negotiated  those  indirect 
costs  rates  in  that  case. 

The  issue  of  indirect  costs  certainly  merits  review  and  mon- 
itoring, because  these  are  taxpayer  dollars.  They  are  very  signifi- 
cant. 

At  the  same  time,  I  would  be  worried  about  establishing  an  arbi- 
trary cap.  We  have  built  in  this  country  over  the  last  50  years,  a 
biomedical  research  enterprise  that  is  the  envy  of  all  other  nations. 
There  is  no  question  about  the  creativity  and  the  innovations  of  our 
biomedical  research  enterprise.  Note  the  number  of  Nobel  Prizes 
awarded  in  the  last  20  or  30  years.  We  have  gotten  an  inordinate 
share  of  those. 

Part  of  that  has  been  because  of  the  support  that  we  have  given 
for  biomedical  research,  and  part  of  that  is  the  indirect  cost  rate, 
the  purpose  of  which  is  to  reimburse  the  universities  cr  other  insti- 
tutions for  the  costs  of  doing  the  research. 

The  judgment  was  made  by  the  Congress  back  in  the  1940's  and 
1950's  that  this  represented  an  investment  in  the  Nation's  interest, 
and  the  universities  contribute  to  the  Nation's  interest  by  carrying 
out  their  research. 

We  all  benefit  from  the  research  that  is  carried  out.  If  we  were 
to  impose  an  arbitrary  cap,  that  might  very  readily  increase  the 
cost  of  research  to  the  universities  so  much  that  we  would  end  up 
eliminating  or  decreasing  the  amount  of  work  that  is  done.  We 
want  to  do  everything  we  can  to  foster  the  research. 

One  of  the  other  reasons  for  the  tremendous  disparity  in  indirect 
costs  is  that  on  training  grants  the  indirect  cost  rates  are  very  low 
because  the  cost  of  administering  a  grant  like  that,  involving  per- 
sonnel support,  is  low. 

When  you  have  biomedical  research,  the  cost  of  laboratories,  the 
cost  of  equipment  of  all  of  the  utilities,  et  cetera,  gets  to  be  much 
greater.  It  also  takes  into  account  that  in  a  city  like  San  Francisco, 
space  is  much  more  expensive  than  in  Seattle  or  elsewhere.  We  try 
to  take  those  things  into  account. 

Having  said  all  of  that,  I  come  back  to  my  original  point.  I  think 
that  these  costs  need  to  be  reviewed  carefully  to  be  sure  that  they 
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are  appropriate  and  that  we  are  getting  value  for  our  dollars,  but 
I  also  believe  that,  overall,  it  has  worked  very  well  so  far. 

When  I  was  a  medical  student,  I  treated  patients  with  paraljdic 
polio.  At  the  same  time,  back  in  the  mid-1950's,  that  I  was  doing 
that  in  Boston,  Thomas  Endes  had  a  grant  from  NIH  for  aroimd 
$150,000  which  he  used  to  learn  how  to  grow  this  virus  in  the  lab- 
oratory on  slices  of  monkey  kidney  tissue.  That  brings  in  another 
thing,  the  animal  research  issue,  and  is  one  of  the  reasons  I  have 
been  outspoken  against  those  who  are  arguing  against  animal  re- 
search. 

Because  of  that  investment  of  $150,000,  where  we  learned  how 
to  grow  this  virus  which  was  then  used  to  make  a  vaccine  by  kill- 
ing the  virus,  or  altering  it,  last  year  in  the  United  States  we  had 
no  reported  cases  of  paralytic  polio.  We  still  have  some  cases 
around  the  world,  but  we  are  now  talking  tentatively,  but  I  think 
very  definitely,  about  possiblv  eradicating  polio  from  the  world. 
This  is  a  disease  that  cost  us  hundreds  of  thousands  of  dollars  and 
changed  the  lives  of  people  who  were  infected  by  it. 

That  is  just  one  example  of  the  benefit  of  research — dollars 
saved,  lives  preserved.  People  are  able  to  continue  to  be  independ- 
ent, productive  citizens,  as  opposed  to  being  in  an  iron  lung  or  in 
a  wheelchair,  undergoing  tendon  transplants  attempting  to  retain 
some  mobility. 

As  we  look  at  this  issue,  we  should  try  to  make  adjustments  in 
ways  that  do  not  compromise  our  biomedical  research  effort,  be- 
cause it  has  been  so  productive  over  the  years. 

INDIRECT  COSTS 

Senator  Harkin.  I  appreciate  that,  and  I  have  used  that  example 
myself  in  the  past,  but  there  is  a  problem  out  there  and  it  has  got 
to  be  looked  at,  and  just  because  we  both  support  biomedical  re- 
search— and  I  happen  to  be  one  of  the  strongest  supporters  of  NIH 
and  what  they  are  doing.  I  think  my  record  shows  that — ^that  does 
not  mean  that  we  can  say  well,  whatever  the  indirect  costs  are  we 
will  pick  up  the  tab. 

We  have  got  to  have  some  accounting  principles  in  there.  We 
have  got  to  nnd  out  how  we  can  perhaps  reduce  this  increase.  $1.9 
billion  is  quite  a  bit  for  indirect  costs,  and  staff  just  informed  me 
that  a  1-percent  reduction  of  the  average  would  save  $30  million — 
just  1  percent.  What  is  the  average?  Forty-seven  percent.  It  could 
be  a  lot  of  money  we  could  save. 

So  again,  when  we  are  looking  at  places  to  save  money,  and  we 
are  looking  at  maternal  and  child  health  care  programs  and  things 
like  that,  I  think  maybe  there  is  something  here  that  we  have  got 
to  take  a  look  at.  But  you  are  right,  we  have  to  be  careful,  because 
we  cannot  shut  off  the  biomedical  research. 

Well,  you  have  been  very  generous  with  your  time.  We  really  ap- 
preciate your  being  here.  It  was  a  good  session,  and  as  I  said,  hope- 
fully not  confrontational  at  all  but  trying  to  answer  these  questions 
in  the  best  way  that  we  can  achieve  the  goals  that  we  both  want 
to  see. 

So  again,  Mr.  Secretary,  thank  you.  We  look  forward  to  working 
with  you  this  year  on  a  whole  broad  range  of  issues,  and  perhaps 
we  can  start  the  process  toward  meeting  those  health  objectives  in 
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2000  and  get  something  worked  out  that  will  work  with  this  infant 
mortality  initiative. 

Secretary  SULLIVAN.  Thank  you,  Mr.  Chairman.  I  look  forward  to 
working  with  you. 

QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

Senator  Harkin.  There  will  be  some  additional  questions  from 
various  Senators  which  we  will  submit  to  vou  for  your  response. 

[The  following  questions  were  not  asked  at  the  hearing,  but  were 
submitted  to  the  Department  for  response  subsequent  to  the  hear- 
ing:] 
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QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

TRANSPORTATION  TECHNICAL  ASSISTANCE 

Question.     In  1989  it  came  to  the  attention  of  the 
Committee  that  the  Department  of  Health  and  Human 
Services  spends  up  to  $1  billion  for  transportation. 
HHS  funds  are  used  for  transporting  Head  Start 
children,  the  elderly  and  persons  with  disabilities. 
The  non-profit  organizations  which  provide  this  service 
in  rural  areas  are  often  the  only  source  of  public 
transportation  in  their  communities.     Yet,  these 
organizations  are  not  eligible  to  receive  technical 
assistance  provided  through  the  Department  of 
Transportation. 

To  alleviate  this  problem,  the  Committee  provided 
approximately  $250,000  in  the  Fiscal  1990  bill  for  a 
technical  assistance  program  for  rural  and  special 
transportation  providers  funded  by  HHS,   along  with  a 
study  of  ways  to  improve  coordination  between  federal 
DOT  and  HHS.     This  project  was  implemented  through  an 
inter-agency  agreement  with  DOT. 

The  Committee  provided  funds  in  the  Fiscal  Year 
1991  bill  to  continue  this  effort.     The  House  report 
concurred  with  the  Senate  regarding  the  use  of  Fiscal 
1991  funds. 

What  is  the  status  of  the  current  program?  Have 
you  been  satisfied  with  the  work  of  the  technical 
assistance  contractor?     Do  you  intend  to  comply  with 
the  conference  report  on  the  Fiscal  1991   [funds]  and 
continue  the  current  technical  assistance  program  and 
contractor? 

Answer.     As  a  result  of  the  FY  1990  appropriation, 
HHS  has  funded  a  human  services  transportation 
technical  assistance  project  from  July  1,   1990  through 
June  30,    1991.     Community  Transportation  Association  of 
America   (CTAA)    is  the  project  awardee.  . 

As  a  part  of  this  project,  CTAA  recently  conducted 
two  regional  training  conferences,   entitled  "Integrated 
Client  Transportation",   to  provide  a  forum  for  the 
exchange  of  experiences  and  new  information  among  State 
and  local  human  services  transportation  providers.  We 
were  pleased  with  the  attendance  at  both  conferences 
and  have  received  positive  comments  from  many 
conference  participants.     Under  the  current  project, 
CTAA  has  also  expanded  to  HHS  providers  the  existing 
transportation  information  clearinghouse,  hotline  and 
electronic  bulletin  board  that  were  developed  under  the 
Rural  Transportation  Assistance  Program  (RTAP)  of  the 
Department  of  Transportation's  Urban  Mass 
Transportation  Administration.     In  addition,  CTAA  is 
tasked  to  provide,  by  this  summer,  a  report  to 
Secretary  Sullivan  on  the  transportation  services 
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provided  under  Medicaid,   Head  Start  and  the  programs 
funded  through  the  Older  Americans  Act.  CTAA's 
performance  has  been  appropriate  thus  far  under  this 
project. 

Yes,  we  are  complying  with  the  conference  report 
on  Fiscal  1991  funds  and  will  continue  the  current 
technical  assistance  program.     On  March  18,   1991,  an 
announcement  of  the  availability  of  funds  and  a  request 
for  applications  was  published  in  the  Federal  Register 
for  the  continuation  of  the  human  services 
transportation  technical  assistance  project.  In 
keeping  with  the  language  of  the  Appropriations 
Committee  Report,   the  announcement  provides  that 
eligible  applicants  are  "national  organization (s)  with 
a  record  of  assisting  rural  and  special  transportation 
needs."     We  have  provided  for  a  60-day  response  period 
and  will  fund  the  new  cooperative  agreement (s)   as  of 
July  1,   1991.     The  Department  intends  to  fund  one  or 
more  cooperative  agreements  to  continue  the  provision 
of  technical  assistance  to  the  planners,   providers  and 
agency  consumers  of  human  services  transportation.  The 
cooperative  agreement (s)   will  be  let  to  the  most 
qualified  organization ( s) ,   as  determined  during  the 
application  review  process. 

Finally,   it  should  be  noted  that  at  this  time  the 
Department  is  not  able  to  verify  the  $1  billion 
estimate  for  the  provision  of  human  services 
transportation  that  is  contained  in  the  Committee 
report.     However,  we  anticipate  that  the  current  CTAA 
study  of  the  Head  Start,  Medicaid,   and  Older  Americans 
Act  programs  will  provide  the  Department  with  an 
estimate  of  the  transportation  costs  associated  with 
the  major  human  services  transportation  programs  in  HHS 
that  we  can  confidently  share  with  the  Committee  and 
the  public. 

Question.     The  Fiscal  1991  bill  also  provided 
approximately  $250,000  for  a  special  technical 
assistance  program  for  rural  and  special  transportation 
providers  on  the  new  requirements  of  the  Americans  with 
Disabilities  Act.     According  to  the  Senate  Committee 
Report,   technical  assistance  is  to  be  provided  to  state 
human  services  agencies,   rural  and  special 
transportation  providers  to  ensure  that  HHS-funded 
transportation  efforts  are  directed  toward  the  needs  of 
persons  with  disabilities  and  that  such  efforts  are 
coordinated  with  other  public  transit  services.  This 
program  is  to  be  carried  out  by  a  qualified  national 
organization  with  a  record  of  assisting  rural  and 
special  transportation  needs. 

The  conference  report  concurred  with  the  Senate 
position. 
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What  is  the  status  of  this  project?    When  will 
funds  be  available?     Do  you  intend  to  comply  with  the 
Intent  of  Congress  on  the  selection  of  a  contractor  and 
the  implementation  of  this  program? 

Answer.     Yes,  we  are  complying  with  the  intent  of 
Congress  on  the  selection  of  a  contractor  and  the 
implementation  of  this  program.     On  March  18,   1991,  an 
announcement  of  the  availability  of  funds  and  a  request 
for  applications  was  published  in  the  Federal  Register 
for  the  provision  of  targeted  technical  assistance  on 
the  requirements  of  the  Americans  with  Disabilities 
Act.     A  60-day  response  period  has  been  allowed,  and 
the  new  cooperative  agreement (s)   will  be  funded  as  of 
July  1,   1991.     The  Department  intends  to  fund  one  or 
more  cooperative  agreements  to  provide  targeted 
technical  assistance  to  the  planners,  providers  and 
agency  consumers  of  human  service  transportation  on  the 
requirements  and  anticipated  implications  of  the 
Americans  with  Disabilities  Act.     Pursuant  to  the 
language  of  the  Appropriations  Committee  report,  the 
announcement  provides  that  eligible  applicants  are 
"national  organization (s)   with  a  record  of  assisting 
rural  and  special  transportation  needs."  The 
cooperative  agreement (s)  will  be  let  to  the  most 
qualified  organization (s)   as  determined  during  the 
application  review  process. 

MINORITY  HEALTH 

Question.     Dr.  Sullivan,  a  great  portion  of  your 
career  has  been  devoted  to  improving  the  health  status 
of  minorities,  and  the  number  of  minorities  in  the 
health  professions.     What  are  some  immediate  steps  that 
this  subcommittee  and  the  department  can  take  in 
improving  the  Federal  contribution  to  this  effort? 

Answer.     Support  of  the  President's  FY  1992  budget 
will  provide  $485  million  for  direct  programs  targeted 
specifically  towards  this  effort,   $47  million  (11%) 
more  than  in  FY  1991.     My  highest  priorities  are 
reflected  in  this  request,   including:  Health 
Professions  Student  Loan  recapitalization,  extramural 
construction  at  minority  institutions  in  order  to 
better  enable  minority  researchers  to  compete  for  NIH 
research  grants,  and  further  investment  in  scholarships 
through  the  National  Health  Service  Corps  program. 

In  addition,   the  Federal  contribution  to  this 
effort  will  be  greatly  enhanced  if  we  endeavor  to  make 
programs  already  in  place  reach  targeted  audiences. 
This  means  that  as  managers  of  Federal  programs,   it  is 
incumbent  upon  us  to  assure  that  we  carefully  target 
grant  and  scholarship  funds  in  order  to  meet  the  Year 
2000  objective  of  improving  the  health  status  of  our 
minority  citizens. 
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Question.     Dr.  Sullivan,   I  know  that  you  are  aware 
of  the  severe  shortage  of  family  doctors  and  other 
primary  care  providers  throughout  many  areas  of  the 
United  States.     Wouldn't  you  consider  the  training  of 
family  physicians  a  priority,  too? 

Answer.     Yes,   I  do  consider  the  training  of  family 
physicians  a  priority.     That  is  why  I  am  continuing  to 
expand  the  National  Health  Service  Corps  Recruitment 
Program.     Through  scholarships  and  loan  repayment 
programs,  we  will  be  able  to  provide  financial 
assistance  to  students  pursuing  careers  in  primary 
health  care  and  to  ensure  that  these  providers  practice 
in  underserved  areas.     I  am  also  expanding  the  Health 
Professions  Student  Loan  Program  by  $15  million,  which 
provides  low  cost  loans  to  health  professions  students. 

MINORITY  HEALTH 

Question.     Dr.   Sullivan,  you  have  appeared  before 
our  subcommittee  before,   in  support  of  several  programs 
within  the  Department  of  Health  and  Human  Services. 
How  do  these  programs  such  as  the  Health  Career 
Opportunity  program,  the  Research  Centers  at  Minority 
Institutions  program,  the  Minority  Access  to  Research 
Careers  program,  and  others  have  a  significant  impact 
on  the  training  of  minorities  for  health  careers? 

Answer.     As  you  know,  my  primary  goal  regarding 
minority  health  improvement  includes  increasing  the 
deployment  of  health  professionals  to  minority 
communities,  thereby  increasing  access  to  primary  care. 
The  programs  you  mention  assist  individuals  who  might 
not  otherwise  be  able  to  undertake  and  complete  an 
education  in  the  health  professions,  public  health, 
allied  health  professions  and  biomedical  research.  The 
Health  Career  Opportunity  Program,   in  particular, 
supports  programs  which  mentor  students  during  that 
training  through  to  graduation.     I     believe  that 
minority  health  professionals  trained  as  a  result  of 
this  assistance  will  serve  in  the  minority  community. 

In  FY  1992,  we  are  proposing  certain  program 
changes  which  will  further  enhance  the  effectiveness  of 
the  Minority  Access  to  Research  Careers  program.  We 
propose  to  expand  support  to  promising  undergraduate 
freshmen  and  sophomores,  where  previously  only  those  at 
the  junior  class  level  and  above  were  eligible  for 
assistance.     In  addition,  we  plan  to  expand  the  pre- 
doctoral  program  to  support  minority  students  at  non- 
minority  institutions.     The  budget  request  for 
biomedical  training  support  includes  increases  over 
FY  1991  of  more  than  5%  for  the  Minority  Biomedical 
Research  Support  program,   11%  for  Minority  Access  to 
Research  Careers,   and  6%  for  the  Minority  High  School 
Apprentice  program. 
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HEALTHY  LIFESTYLE 

Question.     Dr.  Sullivan,   I  know  that  you  are  an 
advocate  of  pristine  living,  good  nutrition  and  no 
smoking.     What  are  some  the  current  Departmental 
activities  related  to  smoking  prevention,  educations 
and  treatment?     How  about  nutrition? 

Answer.     In  my  tenure  as  Secretary,   I  have 
repeatedly  stressed  the  role  of  personal  responsibility 
in  improving  health  and  preventing  disease.     This  is 
especially  true  as  it  relates  to  both  the  use  of 
tobacco  and  in  what  we  eat.     We  are  vigorously  pursuing 
our  fight  against  cigarette  smoking  and  tobacco  use, 
the  single  most  preventable  cause  of  premature  death 
and  disability  in  our  country.     In  FY  1992  we  are 
seeking  a  9%  increase  throughout  the  OHS  agencies  for 
anti-smoking  activities  including:  a  request  to  double 
the  budget  for  the  Office  of  Smoking  and  Health; 
increased  resources  for  NCI's  ASSIST   (Americans  Stop 
Smoking  Intervention  Study)  program    —  a  large  scale 
demonstration  effort  to  disseminate  information  on  past 
success  in  20  States  and  large  cities;  and  through  CDC, 
increasing  support  for  smoking  cessation  program  aimed 
at  pregnant  women . 

Because  of  the  crosscutting  nature  of  nutrition, 
nutrition  is  an  element  in  the  programs  of  all  PHS 
agencies,  as  well  as  the  Office  of  Human  Development 
Services  (Head  Start) ,  the  Family  Support 
Administration  (Office  of  Community  Services)   and  the 
Administration  on  Aging. 

Nutrition  is  an  important  part  of  our  overall 
strategy  to  improve  health.     In  fact,  a  number  of 
nutrition  objectives  are  included  in  "Health  People 
2000:     National  Health  Promotion  and  Disease  Prevention 
Objectives".     In  addition,  NIH  is  involved  in  a  wide 
range  of  research  efforts  related  to  nutrition.  NIH 
spent  over  $287  million  on  nutritional  research  in  FY 
1989   (the  last  year  for  which  we  have  data)   and  will 
continue  these  efforts  in  FY  1992.     One  prominent 
nutrition  issue  is  obesity.     In  the  US,   it  is  estimated 
that  34  million  are  affected,  with  the  rates  highest 
among  the  poor  and  minorities,  particularly  women. 

INFANT  MORTALITY 

Question.     Mr.  Secretary,   I  am  surprised  to  see 
the  $5  billion  figure  you  quote  in  your  opening 
statement  as  funds  focused  on  infant  mortality. 

Mr.  Secretary,  this  of  course  is  the  broadest 
possible  definition  of  funds  being  spent  towards  the 
goal  of  reducing  infant  mortality.     Are  you  suggesting 
that  the  $5  billion  is  somehow  a  coordinated  program  to 
reduce  the  infant  mortality  rate? 
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Answer.     As  you  know,   the  problem  of  infant 
mortality  is  the  result  of  many  contributing  factors  — 
inadequate  access  to  health  care  services,  poor 
nutrition/diet,   the  use  of  tobacco,   alcohol,   or  drugs 
by  the  pregnant  mother,  genetic  disorders  and  a  variety 
of  diseases.     To  fully  address  the  problem  requires 
efforts  to  be  made  on  a  number  of  fronts.     With  its 
exceptionally  broad  mandate,   the  Department  of  Health 
and  Human  Services  has  at  its  disposal  a  diversity  of 
tools  which  can  be  brought  to  bear  on  this  problem. 

The  FY  1992  request  of  $5  billion  for  Department 
efforts     to  combat  infant  mortality  includes  funding 
for  a  variety  of  activities  representative  of  this 
Department's  diverse  resources   (e.g.,   targeted  health 
care  services,   disease  prevention,  biomedical  research, 
and  health  care  financing) .     All  of  these  programs  have 
an  impact  on  our  ability  to  provide  health  care  to 
mothers  and  their  infants,   and,  ultimately,   to  reducing 
infant  mortality.     The  Department's  efforts  are 
coordinated  by  ensuring  that  each  objective  (e.g., 
conducting  research  on  SIDS,   immunizing  infants  against 
hepatitis  B,  providing  prenatal  care  to  poor  or 
disadvantaged  women)    is  assigned  to  the  agency  or 
program  best  suited  to  complete  the  task. 

To  exclude  any  of  these  programs  from  our  efforts 
would  fail  to  recognize  the  extent  of  the  problem  of 
infant  mortality,  which  could  hinder  our  progress  on 
infant  mortality. 

NATIONAL  HEALTH  INSURANCE 

Question.     National  health  care  expenses  totalled 
$604.1  billion  in  1989.     The  health  care  inflation  rate 
is  now  over  10%  a  year.     If  it  continues  at  the  same 
rate  as  it  has  since  1980,   costs  will  double  every 
seven  years.     Today,   we  spend  35%  more  per  capita  on 
health  care  than  Canada,   91%  more  than  West  Germany, 
124%  more  than  Japan,   and  173%  more  than  Britain. 

o     Yet  the  U.S.   ranks  behind  16  other  developed 
countries  in  infant  mortality; 

o    Maternal  mortality  rates  soared  27%  between  1987 
and  1988; 

o     Between  5  and  10  million  Americans  need  treatment 
for  drug  abuse; 

o     1,000,000  Americans  are  infected  with  HIV. 

Mr.   Secretary,   I  want  to  ask  you  the  question  the 
Ronald  Reagan  asked  the  American  people:     Are  we  better 
off  today  than  we  were  10  years  ago?     Is  it  time  to 
abandon  the  piecemeal  approach  of  the  last  decade  and 
pursue  true  health  policy  reform,   such  as  national 
health  insurance? 
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Answer.     I  have  said  before,  and  continue  to 
believe,  that  this  Nation  still  possesses  the  best 
health  care  available  in  the  world  today.     I  agree  that 
gaps  in  access  persist,  and  we  are  working  on  a  number 
of  fronts  —  through  programs  such  Community  and 
Migrant  Health  Centers,  the  National  Health  Service 
Corps,  and  Medicaid  —  to  address  these  problems. 

As  to  whether  the  people  of  this  nation  are  better 
off  today  than  a  decade  ago,   I  believe  the  answer  is 
yes.     Mortality  rates  from  most  diseases  and  disorders 
continue  to  fall  —  while  we  continue  to  lower  current 
rates  of  infant  mortality  and  cancer  deaths,  our 
success  in  these  areas  is  far  better  now  than  in  1980. 
Over  the  past  decade  medical  technology  has  leapt 
forward  at  an  astonishing  rate,  making  some  procedures 
thought  experimental  in  1980  now  seem  almost  routine. 
Within  the  past  year  advances  such  as  the  discovery  of 
the  cystic  fibrosis  gene  and  the  initiation  of  gene 
therapy  for  immune  deficiency  disorders  hold  great 
promise  for  the  future.     This  progress  is  a  tribute  to, 
and  product  of,  our  health  care  and  biomedical  research 
system.     We  should  work  to  improve  what  we  now  possess. 

HEALTH  CARE  FOR  THE  UNINSURED 

Question.     Some  37  million  Americans  don't  have 
health  insurance —  and  the  number  of  uninsured  children 
jumped  40%  between  1977  and  1987.     And,  unfortunately, 
we  know  that  lack  of  insurance  translates  directly  into 
limited  access  to  health  care  services. 

Last  year  when  you  came  before  this  Committee,  you 
said  you  were  awaiting  the  report  of  the  Pepper 
Commission  and  other  councils  studying  the  pressing 
issue  of  national  health  insurance  and  the  37  million 
Americans  who  don't  have  health  insurance. 

In  a  recent  speech  you  said  that  calls  for 
national  health  insurance  are  "false  prophecy  from 
those  preaching  easy  solutions." 

What  solutions  do  you  propose  for  the  uninsured? 

Answer.     Solutions  for  resolving  the  problems  of 
uninsurance  must  emerge  from  national  consensus.  The 
Administration  is  continuing  to  participate  in  the 
broad  national  dialogue  that  marks  movement  toward 
health  financing  reform.     Additional  important 
contributions  to  this  debate  are  expected  from  the 
National  Governors'  Association  and  the  Steelman 
Commission  later  this  year.     It  would  be  premature  for 
me  to  point  to  any  particular  approach  as  being  the 
most  appropriate  solution. 

What  is  clear  is  that  while  our  current  system  has 
problems  that  require  resolution,   it  also  has  many 
strengths.     Solutions  must  build  on  those  strengths 
rather  than  cast  them  aside  for  a  speculative  embrace 
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of  radical  change.     Furthermore,   solutions  must  promote 
restraint  of  the  increase  in  health  care  costs, 
personal  and  family  responsibility  in  financing  health 
care  and  maintaining  a  healthy  lifestyle,   an  orderly 
private  health  insurance  marketplace,   and  the  targeting 
of  public  subsidies  on  those  most  in  need. 

INFANT  MORTALITY  INITIATIVE 

Question.     Mr.  Secretary,  the  infant  mortality 
initiative  in  the  budget  has  opened  up  a  can  of  worms 
with  its  proposal  to  reprogram  funds  from  the  Maternal 
and  Child  Health  Block  Grant  and  "target"  funds  from 
the  community  health  center  program. 

Yet  we  haven't  heard  any  specifics  from  your 
Department  about  this  initiative  —  which  cities  are 
targeted,  how  funds  would  be  used,  how  the  program 
would  be  administered. 

What  are  your  intentions:     Do  you  plan  to  start 
this  initiative  in  FY  1991,   and  if  so,  will  we  be 
receiving  a  reprogramming  request  form  the  Department? 

Answer.     We  cannot  continue  with  business  as 
usual.     I  believe  it  is  imperative  that  we  begin  at 
once  to  combat  the  unacceptably  high  infant  mortality 
rates  many  areas  in  our  country  face.     Therefore,  we 
plan  to  begin  our  Healthy  Start  Initiative  in  FY  1991 
with  $57.3  million.     On  March  12,   I  sent  a  letter  to 
the  Senate  outlining  my  plans  to  reprogram  $33.7 
million  from  the  Maternal  and  Child  Health  Block  Grant 
to  the  initiative  and  to  target  $23.7  million  within 
existing  programs  such  as  the  Community  Health  Centers, 
the  Perinatal  Case  Management  Initiative,  Health  Care 
in  Underserved  Neighborhoods,   and  the  National  Health 
Service  Corps.     Let  me  be  clear,   I  am  not  proposing  to 
reduce  funding  for  Community  Health  Centers.     I  am 
proposing  limiting  most  of  the  FY  1991  increase  to 
Community  Health  Centers  within  targeted  areas. 

Question.     Is  it  the  Administration's  position 
that  FY  1991  funding  from  the  MCH  Special  Projects  of 
Regional  and  National  Significance  will  be  used  for 
this  initiative  OR  as  the  Committee  directed  in  the  FY 
1991  Appropriations  bill? 

Answer.     The  Administration  intends  to  use  the 
Maternal  and  Child  Health  Block  Grant  set-aside  for 
Special  Projects  of  Regional  and  National  Significance 
as  directed  by  Congress. 

RURAL  HEALTH 

Question.   In  a  recent  survey  of  State  executives 
conducted  by  your  Department,   41  Governors  said  that 
rural  health  care  is  a  "chief  concern."     Yet  a  review 
of  your  FY  1992  budget  shows  that  — 
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o        No  funds  are  requested  for  the  Essential  Access 

Community  Hospital  or  Rural  Primary  Care  Hospital 
programs ; 

o        No  funds  are  proposed  for  rural  health  transition 
grants; 

o        After  almost  two  years,  no  one  has  been  appointed 
director  of  ADAMHA's  Office  of  Rural  Mental  Health 
Research; 

o        No  funds  are  requested  for  the  health  professions 
programs  targeted  to  rural  areas,   such  a  AHECs ; 
border  health  education  centers;  or 
interdisciplinary  training  grants; 

o        There  is  a  proposal  to  outreach  health  services 

and  link  service  providers  —  it  looks  a  lot  like 
my  rural  health  outreach  grants  —  but  your 
proposal  is  only  for  10  cities,  no  funds  are 
requested  for  rural  health  outreach  grants; 

o        There  is  even  a  cut  proposed  for  the  Office  of 

Rural  Health  Policy,  with  just  $800,000  proposed 
to  support  State  Offices  of  rural  health  in  1992. 

Yet  here  you  are,   for  the  third  year  in  a  row, 
claiming  to  be  interested  in  rural  health  care. 

—      If  you  don't  support  funding  for  these  programs, 
which  rural  health  programs  do  you  support? 

Answer.     I  support  programs  that  work.  The 
General  Accounting  Office,   in  a  report  issued  on 
February  15,   indicates  that  although  several  of  our 
efforts,   including  the  Essential  Access  to  Community 
Hospitals  and  Rural  Primary  Care  Hospitals  programs, 
provide  some  financial  relief  to  certain  subgroups  of 
rural  hospitals,   they  are  not  well-targeted  mechanisms 
for  maintaining  access  to  hospital  care.     The  study 
indicated  that  providing  financial  assistance  to 
broadly  defined  groups  of  rural  hospitals  is  neither  an 
effective  nor  an  efficient  method  for  preserving  such 
access . 

The  report  also  reveals  that  there  is  no  evidence 
that  Medicare-dependent  hospitals  are  at  higher  risk  of 
closure,   and  that  paying  full  Medicare  costs  would  not 
solve  the  financial  problems  of  these  hospitals. 

While  the  Transition  Grant  program  was  found  to 
have  potential  for  helping  communities  address  their 
specific  access  problems,   it  was  determined  that  a  more 
targeted  effort  which  would  also  assist  providers  other 
than  hospitals  may  be  preferable  to  the  current 
program.     The  GAO  has  determined  that  where  access  to 
essential  hospital  services  may  be  threatened.  Federal 
support  through  the  Transition  Grant  program  might  best 
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be  used  to  support  innovative  State  or  local  projects. 
This  would  require  legislation. 

The  1992  budget  does  include  an  estimated  $404 
million  to  improve  access  to  health  care  for  rural 
Americans.     Of  this  amount,   $336  million  will  provide 
health  services  to  rural  communities  and  $68  million 
will  support  research  which  will  evaluate  the  unique 
circumstances  facing  providers  and  consumers  of  rural 
health  care.     In  addition  to  these  specifically 
targeted  programs,   rural  communities  are  eligible  to 
apply  for  funds  through  most  other  HHS  programs.  These 
include  the  infant  mortality  initiative  you  mention 
which  is  proposed  for  10  areas,   as  well  as  receiving 
their  fair  share  of  Federal  block  grants  to  States. 

Finally,   although  the  1992  request  does  not 
include  significant  funding  increases  for  rural  health 
programs,   I  am  absolutely  committed  to  the  President ' s 
Rural  Economic  Development  effort.     Rural  America  is 
facing  a  number  of  social  and  economic  problems  of 
which  health  care  is  a  symptom.     I  plan  to  continue  to 
work  very  closely  with  the  Secretary  of  the  Department 
of  Agriculture  on  issues  of  health  and  social  services 
policy  and  believe  this  White  House  effort  will 
contribute  to  solving  the  health  care  problems  of  rural 
communities . 

HEALTHY  PEOPLE  2  000 

Question.     Has  the  Department  developed  a 
comprehensive  plan  laying  out  each  objective,  which 
changes  in  federal  programs  or  increases  in  federal 
funding  should  be  made  so  that  we  can  achieve  in  the 
Year  2000  what  we  did  not  achieve  in  1990? 

Answer.     The  success  of  Healthy  People  2000  will 
depend  upon  changes  in  both  individual  behaviors  and  on 
the  ability  of  the  health  care  profession  to  prevent  as 
well  as  to  treat  disease.     The  President's  Budget  shows 
a  commitment  to  those  aspects  of  Healthy  People  2000 
which  can  be  supported  at  the  national  level,   e.g.  a 
six  percent  increase  for  biomedical  &  behavioral 
research  and  better  access  for  minorities  and  the 
disadvantaged.     The  budget  also  contains  increases  to 
address  specific  1990  Healthy  People  goals  which  were 
not  fully  achieved,  e.g.,   $171  million  in  targeted 
assistance  to  reduce  infant  mortality  rates.  Success 
in  meeting  the  goals  of  Healthy  People  2000  requires 
that  local  communities  throughout  this  country 
translate  national  objectives  into  state  and  local 
action.     A  new  edition  of  model  standards.  Health 
Communities  2000:  Model  Standards,  Guidelines  for 
Attainment  of  Year  2000  Objectives  for  the  Nation, 
provides  a  flexible  planning  tool  to  enable  communities 
to  share  in  the  various  efforts  necessary  to  obtain 
these  objectives. 
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SOCIAL  SECURITY  AND  MEDICARE 

Question.     Mr.  Secretary,  your  budget  for  the 
Social  Security  Administration  calls  for  more  than 
doubling  the  backlog  of  disability  claims,   and  seems  to 
accept  high  busy  signal  rates  on  the  toll-free  "800" 
telephone  service.     In  the  Medicare  program,  your 
budget  would  produce  huge  backlogs  in  hearings  over 
disputed  claims,   and  allow  millions  of  public  inquiries 
about  Medicare  to  go  unanswered. 

Mr.   Secretary,   I  can  tell  you,   if  these  proposals 
actually  occur,  you'll  be  getting  a  lot  more  m.ail  and 
phone  calls  from  members  of  Congress  asking  you  to 
expedite  services  on  behalf  of  disgruntled 
constituents.     How  did  these  service  cutbacks  get  into 
your  budget? 

Answer.     The  limited  growth  for  domestic 
discretionary  programs  envisioned  in  the  Budget 
Enforcement  Act  will  make  it  difficult  to  process 
growing  workloads.     The  FY  1992  budget  forced  us  to 
make  difficult  choices  in  these  accounts.  The 
administrative  budgets  for  both  SSA  and  HCFA  are 
workload-driven  budgets  —  budgetary  requirements  are 
partially  determined  by  the  growth  in  the  beneficiary 
population  and  the  number  of  Social  Security  and 
Medicare  claims  received  each  year.     Key  workloads, 
which  are  rising  faster  than  the  domestic  discretionary 
caps,  put  considerable  pressure  on  these  budgets.  Our 
budget  will  allow  us  to  meet  our  obligations  by 
processing  mandatory  workloads,  but  the  quality  of 
service  may  diminish  in  some  areas  such  as  you've 
mentioned. 

Question.     Do  you  have  a  long-range  solution  to 
deal  with  the  enormous  growth  in  Medicare  claims  and 
social  security  workloads? 

Answer.     We  are  moving  forward  in  both  programs  to 
meet  this  challenge  in  future  years.     SSA  is  developing 
a  strategic  plan  which  will  define  service 
requirements,  means  to  increase  productivity  and 
efficiency,  projected  investments  in  new  technology, 
and,   in  general,  provide  a  picture  of  how  SSA  will 
deliver  high  quality  service  to  the  American  public. 
Future  budget  requests  will  reflect  the  strategies 
developed  in  the  Strategic  Plan,  targeting  resources  so 
that  the  quality  of  service  will  be  maintained  or' 
improved  in  the  face  of  rapidly  rising  workloads.  HCFA 
is  considering  options  for  the  long-term  reform  of 
Medicare  Administration  which  should  further  economize 
on  resources  used  to  process  Medicare  bills  over  the 
next  decade. 
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RELEASE  AND  DISSEMINATION  OF  INFORMATION  TO  THE  MEDICAL  . 
COMMUNITY 

Question.     Mr.   Secretary,  what  policy  review  do 
you  have  in  place  to  insure  that  as  soon  as  research 
results  are  available  they  are  released  and 
disseminated  in  the  most  aggressive  fashion  to  the 
practicing  medical  community  where  they  can  be  of 
benefit  to  those  in  need  of  medical  assistance 
irrespective  of  the  publication  requirements  of  medical 
journals? 

Answer.     We  are  fully  aware  of  the  growing  public 
demand  for  more  and  better  information  about  new 
treatment  opportunities  that  emerge  from  the  scientific 
research  supported  by  the  National  Institutes  of  Health 
and  the  Alcohol,   Drug  Abuse  and  Mental  Health 
Administration. 

The  NIH  began  a  process  in  1988  of  issuing 
clinical  alerts  -  mailings  to  physicians,  professional 
associations  and  other  providers  -  that  announce 
promising  new  research  results  before  these  findings 
are  included  in  the  scientific  journals.     NIH  is  in  the 
process  of  evaluating  the  policy  of  issuing  clinical 
alerts,  how  often  these  alerts  should  be  issued  and  for 
what  kind  of  study  results.     I  would  point  out  that 
fourteen  such  alerts  have  been  sent  out  in  recent 
years. 

In  addition,  NIH  is  working  with  the  researchers 
and  editors  of  journals  to  speed  up  publication  of 
research  results.  We  fully  recognize  the  impact  that 
an  official  government  alert  or  announcement  has  on  a 
physician's  practice  and  the  management  of  a  patient's 
disease,  and  there  is  a  commitment  on  the  part  of  NIH 
to  build  consensus  as  to  how  this  process  can  best  be 
managed . 

INDIRECT  COSTS 

Question.     Mr.   Secretary,  your  FY  1992  request  for 
the  National  Institutes  of  Health  includes  $1.9  billion 
for  indirect  costs  associated  with  the  grant  awards  NIH 
expects  to  make  in  FY  1992.     The  indirect  cost  rates 
range  from  6.3  percent  for  the  foundation  at  the  New 
Jersey  Institute  of  Technology  to  155  percent  for  the 
Michigan  Cancer  Foundation. 

As  you  know,   indirect  cost  rates  vary  for  a  number 
of  reasons.     According  to  a  study  done  by  the  Inspector 
General  in  1987  one  of  the  reasons  for  indirect  cost 
rate  variance  is  the  space  used  by  facilities.  For 
example,   in  1987  the  University  of  California  at  San 
Francisco  and  the  University  of  Washington  had  very 
comparable  amounts  of  NIH  research  work.     However,  one 
University  devoted  1,178,000  square  feet  to  that 
research  and  the  other  devoted  only  531,000  square  feet 
to  the  research  they  did.     The  cost  of  the  space  in 
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both  cases  was  reimbursed  through  the  indirect  cost 
payment. 

This  past  year  I  know  you  are  aware  of  the 
problems  that  have  been  reported  at  Stanford  University 
where  the  cost  of  the  University's  yacht  and  flowers 
for  the  President's  home  have  been  charged  to  indirect 
costs.     Mr.  Secretary,  as  you  know,  the  Appropriations 
Subcommittee  for  the  Department  of  Agriculture,  imposed 
a  25  percent  indirect  cost  rate  cap  in  FY  1990,   and  in 
FY  1991  that  cap  was  reduced  to  14  percent. 

Is  there  a  problem  with  the  way  the  indirect  costs 
system  works  now  at  NIH? 

Answer.     Because  research  dollars  are  limited,  I 
am  committed  to  assuring  that  every  dollar  is  well 
spent.     While  NIH  is  a  major  contributor  to 
universities  through  indirect  cost  reimbursements,  NIH 
does  not  set  the  rates.     NIH  merely  pays  the  grantee 
institution  the  indirect  cost  rate  which  is  negotiated 
by  the  Office  of  the  Assistant  Secretary  for  Management 
and  Budget,  HHS  or  by  one  of  the  other  responsible 
government  agencies  assigned  by  the  Office  of 
Management  and  Budget  to  negotiate  indirect  cost  rates 
with  federal  grantees.     I  might  add  that  problems  such 
as  those  uncovered  at  Stanford  are  most  likely  the 
result  of  insufficient  or  inadeguate  auditing  of 
grantees'  requests  for  reimbursement  of  indirect  costs. 
This  auditing  task  is  usually  not  the  responsibility  of 
either  the  organization  that  negotiates  indirect  cost 
rates  or  of  the  agency  which  ultimately  makes  payments 
for  indirect  grant  costs.     In  the  case  of  HHS,  the 
Office  of  the  Inspector  General  is  responsible  for 
auditing  of  indirect  costs. 

Question.     Do  you  believe  that  we  should  consider 
a  cap  on  indirect  costs  as  did  the  Agriculture 
Subcommittee? 

Answer.     When  the  grantee  bills  the  government 
honestly  for  indirect  costs,  the  expenses  for  which  the 
institution  seeks  reimbursement  are  legitimate,  real 
costs  of  conducting  research  —  utilities, 
administrative  support,  equipment  and  facilities 
maintenance.     While  an  indirect  cost  cap  may  serve  to 
reduce  the  costs  of  research  in  the  short-term,  an 
unreasonably  low  cap  will  also  undermine  seriously  the 
ability  of  many  institutions  to  conduct  research  the 
government  deems  desirable.     I  also  might  add  that  the 
NIH's  "market  share"  of  research  grants  to  universities 
across  the  country  is  considerably  larger  that  of  the 
Department  of  Agriculture  —  more  than  forty  times 
larger  —  consequently  the  effect  of  a  cap  on  NIH 
indirect  cost  payments  would  be  magnified  considerably. 

A  cap  is  not  the  only  way  to  contain  or  reduce 
indirect  costs,  and  until  we  look  at  all  the  options 
available  to  us,   I  am  unable  to  say  yes  or  no.     I  do 
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know  that  the  nominee  for  NIH  Director,   Dr.  Bernadine 
Healy,   shares  my  view  that  we  must  assure  that  each  of 
our  research  dollars  is  spent  well. 

NIH  DIRECTOR 

Question.     Mr.   Secretary,   although  we  have  every 
hope  that  Dr.  Healy  will  be  confirmed  in  the  very  near 
future,   the  position  of  the  Director  of  NIH  has  now 
been  vacant  for  19  months. 

You  established  an  advisory  committee  to  review 
the  NIH  Director's  position  to  determine  what  changes 
in  that  position  were  needed  to  make  it  more 
attractive.     One  of  those  recommendations  was  to 
establish  a  $20  million  discretionary  fund  and  provide 
the  NIH  Director  with  cross-Institute  transfer 
authority,  up  to  1  percent  of  an  Institute's  budget. 
We  did  both  of  those  things  last  year  in  the 
appropriations  process.     There  were  several  other 
recommendations  made  by  your  advisory  committee 
including  that  the  NIH  Director  should  have 
substantially  increased  authorities  including  final 
appointment  power  for  senior  NIH  scientists  and 
administrative  staff,  and  for  scientific  appointments 
to  NIH  advisory  committees,   councils  and  boards.  It 
was  also  recommended  that  the  NIH  Director's  position 
should  be  a  6  year  term  appointment. 

Mr.   Secretary  what  is  the  status  of  the 
recommendations  made  by  your  advisory  committee  on  the 
National  Institutes  of  Health's  Director? 

Answer.     The  Advisory  Committee  on  the  NIH  was 
chartered  to  advise  me  on  ways  to  strengthen  the 
position  of  the  NIH  Director.     The  Advisory  Committee 
focused  on  changes  which  would  ease  the  recruitment  of 
a  director  from  outside  the  NIH  community.     The  major 
recommendations  of  the  Advisory  Committee  included: 

Appoint  the  NIH  Director  to  a  renewable  six- 
year  term. 

Make  compensation  and  benefits  of  the  NIH 
Director  and  senior  scientists  more 
competitive  with  compensation  provided  by 
U.S.  medical  schools. 

Delegate  to  the  Director  the  authority  to 
make  SES  appointments  without  review  of  the 
Secretary. 

Provide  the  Director  with  a  Discretionary 
Fund. 

Provide  the  Director  with  the  authority  to 
transfer  funds  between  institutes 
Strengthen  the  NIH  Director's  role  in 
Departmental  Science  policy  and  planning 
processes . 

Subsequent  to  the  Committee  issuing  its 
recommendations  the  President  requested,  and  Congress 
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approved  for  FY  1991,   a  $20  million  Director's 
Discretionary  Fund,   and  authority  for  the  Director,  NIH 
to  transfer  up  to  one-percent  of  each  Institute's 
budget  for  the  purpose  of  responding  to  biomedical 
research  emergencies.     The  FY  1992  request  again  seeks 
both  authorities.     In  addition,   Congress  authorized 
establishment  of  a  350  member  Senior  Biomedical 
Research  Service  which  will  allow  senior  scientists  to 
be  compensated  at  a  rate  not  to  exceed  Level  I  of  the 
Executive  Schedule   ($138,900).     Congress  also  approved 
new  pay  levels  for  the  Senior  Executive  Service  which 
now  range  from  $87,000  to  $108,300. 

Finally,   on  March  15,    1991  I  wrote  to  the  Director 
of  the- Office  of  Personnel  Management  to  recommend  that 
the  President  establish  the  position  of  Director  of  NIH 
at  Level  IV  of  the  Executive  Schedule  and  that  the 
position  be  designated  as  one  of  the  30  critical 
Executive  Schedule  positions   (as  authorized  by  5  U.S.C. 
Section  5377) .     The  latter  designation  would  allow  the 
NIH  Director  to  be  paid  at  the  rate  for  Executive 
Level  I. 

Question.     Do  additional  enhancements  need  to  be 
made  for  this  position? 

Answer.     Over  the  past  year  we  have  made  great 
efforts  to  rejuvenate  the  prestige  of  the  NIH  Director. 
During  this  time  the  position  has  also  received  several 
new  authorities  which  with  out  a  doubt  will  enhance  the 
Director's  ability  to  manage  and  lead  the  NIH.  Once 
confirmed,   I  will  meet  with  Dr.  Healy  to  discuss  the 
changes  made  to  the  Director's  position  and,  if 
necessary,  consider  what  further  changes  might  be  made. 
I  do  expect  to  meet  with  Dr.  Healy  on  a  monthly  basis. 

:  DELAYED  OBLIGATIONS 

Question.     Mr.   Secretary,  the  Administration's 
request  for  NIH  increases  approximately  $500  millon 
over  last  year,   although  $400  million  of  that  would  not 
become  available  until  September  19,   1992,  with  just 
twelve  days  of  the  fiscal  year  remaining.     There  are 
similar  situations  in  your  budget  for  the  Social 
Security  Administration,   the  Low-Income  Home  Energy 
Assistance  program  and  the  Child  Care  program.  Several 
of  the  agencies  have  suggested  to  us  that  this  is  going 
to  create  operational  difficulties.     While  I  understand 
this  is  being  done  to  constrain  outlays  do  you  feel 
this  is  a  desirable  practice  from  a  management  or 
operational  perspective? 

Answer.     We  do  not  believe  that  delaying 
obligations  will  contribute  to  any  significant 
operational  problems.     Work  load  associated  with  the 
awards  that  will  be  delayed  can  be  accomplished  well  in 
advance  of  the  actual  signing  of  the  award.     While  such 
a  practice  may  not  be  the  most  desirable,   I  believe  it 
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is  a  reasonable  action  in  light  of  the  constraints 
imposed  by  the  Budget  Enforcement  Act. 

COST  MANAGEMENT  PLAN 

Question.     Mr.   Secretary,   as  you  know,  both  the 
House  and  the  Senate  last  year  asked  the  NIH  to  develop 
a  cost  management  plan  in  an  effort  to  bring  some 
stability  and  predictability  to  NIH  funding  patterns. 
This  draft  plan  was  submitted  to  us  on  January  15  and 
has  a  number  of  key  features  including:   1)  establishing 
4  years  as  the  average  length  of  research  grants;  2) 
requiring  that  the  average  cost  increases  for  research 
grants  be  held  to  the  biomedical  price  index;  3) 
funding  the  number  of  training  slots  recommended  by  the 
National  Academy  of  Sciences;   4)    abolishing  the  use  of 
the  concept  of  approving  grant  applications;  and  5) 
increasing  funding  for  other  mechanisms  to  reflect 
inflationary  costs. 

Mr.  Secretary,  we  have  yet  to  receive  the  final 
cost  management  plan  from  the  department.     Do  you 
support  the  draft  cost  management  plan  that  has  been 
prepared  by  NIH? 

Answer.     The  Public  Health  Service  submitted  the 
NIH  cost  management  plan  to  my  office  on  Friday,  March 
15,   1991.     We  are  in  the  process  of  reviewing  the 
document,   and  therefore  I  can  not  comment  in  detail  on 
the  proposal.     I  do  agree  in  principle  with  the  five 
"key  features"  of  the  plan  that  you  mentioned,  however, 
I  wish  to  examine  how  NIH  specifically  proposes  to 
address  these  issues.     I  also  must  caution  that  the 
availability  of  resources  may  not  be  sufficient  to 
accomplish  all  of  the  objectives  of  the  plan 
immediately,  but  will  take  some  time. 

LOW-INCOME  HOME  ENERGY  ASSISTANCE 

Question.     Mr.  Secretary,  you  originally  proposed 
cutting  the  Low-Income  Home  Energy  Assistance  program 
by  $1,142,000,000,   leaving  only  $468,000,000  for  nine 
Northeastern  States.     Apparently,  the  administration 
rejected  this  proposal  revising  the  fiscal  1992  request 
to  $1,025,000,000.     This  is  still  a  whopping 
$585,000,000  cutback,  which  would  force  States  to 
eliminate  two  millon  people  from  the  program. 

Can  you  tell  us  why  you  originally  proposed 
eliminating  this  program  in  all  but  the  Northeast, 
which  would  have  left  Iowa  and  many  other  "cold"  States 
with  no  LIHEAP  funds? 

Answer.     We  are  faced  with  making  difficult 
budgetary  decisions,  and  with  regard  to  LIHEAP  we 
believe  that  the  Federal  government  should  provide 
benefits  only  in  circumstances  of  exceptional  need. 
Many  options  were  considered  for  the  LIHEAP  program, 
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which  was  created  in  the  early  1980 's  as  a  measure  to 
supplement  other  sources  of  energy  assistance. 

The  proposal  referred  to  was  based  upon  the  fact 
that  the  Northreast  region  is  most  dependent  upon  home 
heating  oil,  which  is  subject  to  a  volatile 
international  market  and  therefore  its  price  has  been 
less  stable  than  the  prices  of  natural  gas  and 
electricity.     Nationwide  only  12%  of  the  population  use 
heating  oil,   but  in  the  Northeast  40%  of  the  population 
(and  44%  of  the  low-income  population)   rely  on  heating 
oil  as  the  primary  source  of  energy.  Low-income 
residents  of  Northeast  States  are  more  than  five  times 
more  likely  to  use  fuel  oil  as  their  main  source  of 
heating  fuel   (43.8%)   than  are  low-income  residents  of 
the  North  Central   (8.1%),   South   (4.7%),   and  West  (0.5%) 
States.     Even  when  liquefied  petroleum  gas  and  kerosene 
are  included  as  fuel  oil,   low-income  residents  of  the 
Northeast  are  more  than  twice  as  likely  to  use  fuel  oil 
as  the  main  source  of  heating  fuel. 

This  proposal  was  but  one  option  that  we 
considered  regarding  the  LIHEAP  program,  but  it  was  not 
the  preferred  option  that  is  included  in  the 
President's  budget. 

Question.     With  more  than  17  million  people 
eligible  for  LIHEAP  and  fewer  than  six  million  being 
served,   shouldn't  we  be  increasing,  not  cutting,  this 
program? 

(BACKGROUND:       The  average  LIHEAP  benefit  per  household 
is  less  than  $200  annually,  covering  roughly  half  of 
winter  heating  costs;  in  North  Central  States,  however, 
LIHEAP  benefits  offset  only  41  percent  of  heating 
costs,   less  than  any  other  region,   including  New 
England. ) 

Answer.     Energy  assistance  programs  were  created 
in  the  early  1970 's  as  one  of  the  Federal  responses  to 
the  sharp  increases  in  energy  prices  and  the  consequent 
immediate  effect  on  low  income  households.  LIHEAP, 
created  in  the  early  1980 's,  was  established  to 
supplement  other  sources  of  assistance,  not  to  supplant 
them.     Many  other  Federal,  State,  and  private  sources 
supply  funds  for  energy  needs.     With  the  overall 
budgetary  limitations,  we  have  had  to  make  many 
priority  determinations,  and  it  is  our  best  judgement 
that  special  energy  assistance  should  be  focused  toward 
emergency  crisis  situations,   and  should  be  funded  at  a 
level  of  $1,025  billion,   approximately  37%  less  than  in 
FY  1991.     The  fact  that  many  States  continue  to 
transfer  LIHEAP  funds  to  other  block  grants  (28  States 
transferred  $52  million  in  1990)   suggests  that  a 
reduction  is  warranted.     In  addition.  The  President's 
Budget  takes  into  account  the  fact  that  the  home  energy 
burdens  as  a  percent  of  household  income  for  low-income 
households  has  declined  between  FY  1981  and  1989,  from 
8.0  percent  to  5.4  percent,   indicating  a  reduced  need 
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for  LIHEAP  in  offsetting  home  energy  costs  as  a  percent 
of  household  income. 

BLOCK  GRANT  PROPOSAL 

Question.     A  number  of  your  programs  are  included 
in  the  0MB  list  of  potential  activities  to  be 
consolidated  in  to  a  massive  block  grant:  Low-income 
Home  Energy  Assistance;  the  Social  Services  Block 
Grant;  and  state  welfare  administrative  expenses  for 
Medicaid  and  AFDC.     Other  programs  include  education 
and  housing,  totalling  more  than  $20  billion. 

Can  you  explain  exactly  how  this  proposal  would 

work? 

Answer.     The  Administration  has  included  on  the 
list  of  possible  programs  which  could  be  turned  over  to 
States  approximately  $9.7  billion  in  HHS  programs. 
These  include  the  Social  Services  Block  Grant,   the  Low 
Income  Home  Energy  Assistance  program,  and 
administrative  costs  for  the  AFDC  and  Medicaid.  This 
approach  would  reduce  Federal  overhead  while  allowing 
States  greater  flexibility  to  manage  a  pool  of 
resources.     Decision  making  would  be  moved  closer  to 
those  directly  affected  by  these  programs.  Finally, 
States  would  have  greater  opportunities  to  try 
innovative  new  approaches  to  current  problems. 

As  to  the  specifics  of  how  this  proposal  would 
work.  Congress  must  authorize  each  program  chosen  for 
turnover  in  consultation  with  the  Administration  and 
the  Governors.     After  the  actual  selections  are  made, 
the  current  funding  distribution  of  such  programs  would 
be  calculated  for  each  State.     The  Administration  would 
then  propose  to  replace  these  programs  with  a  single 
consolidated  block  grant  to  the  States.     The  formula 
for  this  new  block  grant  would  approximate  the  same 
distribution  to  individual  States  as  they  currently 
receive  under  the  existing  program  structure. 

Question.     Would  there  be  any  reporting 
requirements  to  find  out  if  States  decided  to  divert 
fuel  assistance  funds  for  education  or  housing? 

Answer.     The  compelling  arguments  that  make  this 
proposal  attractive  to  both  the  States  and  the  Federal 
government  is  that  it  would  allow  States  to  manage  a 
pool  of  financial  resources  more  flexibly,  move  power 
and  decision-making  closer  to  the  people,   and  reinforce 
the  appreciation  and  encouragement  of  "States  as 
Laboratories."     Imposing  reporting  requirements  on 
States  would  directly  conflict  with  the  goal  of 
allowing  States  to  manage  more  flexibly  with  less 
administrative  and  bureaucratic  restrictions  from  the 
Federal  government. 

Question.     Would  HUD  administer  it,   like  the  old 
"revenue  sharing"  program? 
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Answer.     It  has  not  yet  been  determined  who  would 
administer  the  new  block  grant.     We  expect  Congress  and 
Governors  to  be  actively  involved  in  working  out  the 
details  of  this  proposal. 

SUBSTANCE  ABUSE  FUNDING 

Question.     Your  Department  released  a  report  last 
November  on  the  economic  costs  of  alcohol  and  drug 
abuse   (for  fiscal  year  1985) .     That  report  estimates 
that  alcohol  abuse  cost  this  Nation  $86  billion  in 
1988,   and  drug  abuse  cost  $58  billion.     About  $42 
billion  of  the  drug  abuse  cost  is  associated  with  law 
enforcement. 

In  1985,   the  most  recent  year  for  which  we  have 
data,   alcohol  abuse  caused  94,768  deaths.     Drug  abuse 
caused  6,118  deaths.   In  terms  of  lost  productivity, 
alcohol  abuse  cost  $24  billion,   drug  abuse  $2.6 
billion. 

Alcohol  was  then  and  remains  today  the  Nation's 
number  one  drug  of  abuse  and  top  public  health  problem. 
Yet  the  budget  proposes  not  a  single  penny  more  for  the 
Alcohol,   Drug  Abuse,  and  Mental  Health  Services  Block 
Grant  than  we  provided  in  FY  1991. 

Does  this  budget  proposal  reflect  your  original 
budget  submission? 

Answer.     The  Department  requested  $1.4  billion  for 
the  Alcohol,   Drug  Abuse  and  Mental  Health  Services 
Block  Grant  in  its  0MB  submission. 

Question.     Do  you  support  additional  measures  to 
combat  alcohol  abuse,   such  as  an  increase  in  excise 
taxes? 

Answer.     The  Public  Health  Service's  budget 
includes  $988  million  for  alcohol  efforts  in  FY  1992. 
Within  this  level  we  are  seeking  an  8.1  percent 
increase  for  research  on  alcoholism  and  alcohol  abuse. 
In  addition.  Medicaid  and  Medicare  provide  funding  for 
alcoholism  and  alcohol  abuse  treatment.     I  support  the 
alcohol  excise  tax  that  was  agreed  upon  during  last 
year's  budget  summit. 

Question.     Given  that  alcohol  abuse  is  so  much 
more  prevalent  and  so  much  more  costly  to  society,  do 
you  think  the  National  Drug  Strategy  should  address 
this  issues? 

Answer.     The  National  Drug  Strategy  provides  a 
cohesive  strategy  for  attacking  illegal  drug  usage 
including  the  use  of  alcohol  for  those  under  the  age  of 
21.     While  the  National  Drug  Strategy  does  not  address 
alcohol,   the  Department  is  committed  to  tackling  this 
public  health  problem.     All  of  the  prevention  programs 
operated  by  the  Office  of  Substance  Abuse  Prevention 
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within  the  Alcohol,   Drug  Abuse  and  Mental  Health 
Administration  incorporate  alcohol  as  well  as  drug 
prevention.     Most  drug  abusers  are  poly-drug  abusers 
and  in  many  cases  alcohol  is  one  of  the  many  drugs  they 
are  abusing.     Through  the  Office  of  Treatment 
Improvement  we  are  working  toward  providing 
comprehensive  drug  treatment  which  includes  addressing 
alcohol  abuse. 

Question.     Is  it  your  intention  that  the  $99 
million  proposed  in  the  ADAMHA  budget  for  "capacity 
expansion"  would  be  directed  to  alcohol,  drugs,  or 
both? 

Answer.     The  Capacity  Expansion  program  will 
expand  the  availability  of  comprehensive  drug  treatment 
services.     However,  as  most  drug  abusers  are  poly-drug 
abusers,  their  treatment  will  address  all  the 
substances  they  abuse,  including  alcohol  as 
appropriate. 

Question.     I  your  view,  what  would  it  cost  to  make 
significant  inroads  in  expanding  the  capacity  to  treat 
alcohol  and  other  drug  problems? 

Answer.     Significant  inroads  to  treat  drug  and 
alcohol  abuse  can  only  be  achieved  through  a 
partnership  between  Federal  and  State  governments, 
communities  and  the  private  sector.     Since  1989,  the 
Department's  budget  for  drug  treatment  has  nearly 
doubled,  and  I  believe  that  the  new  $99  million  - 
Capacity  Expansion  Program  in  my  FY  1992  budget  is  a 
significant  effort  in  this  direction. 

NIH  CONSTRUCTION 

Question.     Mr.  Secretary,  as  you  recall,   last  year 
the  conference  committee  provided  $15  million  for 
extramural  construction,  with  report  language  in 
support  of  completion  of  the  mouse  production  facility 
at  the  Jackson  Laboratory.     I  understand  that  you  have 
agreed  to  issue  a  competitive  request  for  applications 
for  a  mouse  production  facility  for  up  to  $10  million. 
Is  this  correct? 

Answer.     After  consultation  with  me  and  other 
senior  HHS  staff,  the  Acting  Director  of  NIH  decided  to 
issue  a  Request  for  Applications  for  construction  of  a 
large-scale  mouse  production  and  mutant 
characterization  facility.     There  will  be  an  open 
competition  for  up  to  75  percent  of  the  allowable  costs 
(not  to  exceed  $10  million)  of  a  requested  project. 

Question.     Mr.  Secretary,  buried  deep  within  the 
budget  for  the  NIH  is  a  request  of  $13.4  million  for 
phase  I  design  work  for  a  15  year  upgrade  and 
reconstruction  of  the  Warren  G.  Magnuson  Clinical 
Center,     This  project  is  expected  to  cost  over  $800 
million  and  may  well  approach  $1  billion  by  the  time 
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the  project  is  completed.     Mr.   Secretary,   this  is 
probably  the  biggest  single  camel's  nose  under  our 
appropriations  subcommittee  tent  this  year.     have  you 
reviewed  the  need  for  this  very  expensive  and 
significant  upgrade  of  the  clinical  center? 

Answer.     NIH  has  sought  the  assistance  of  the  Army 
Corps  of  Engineers  to  evaluate  the  NIH  facility  needs 
in  general  and  the  clinical  center  specifically. 
Following  completion  of  this  evaluation  a  final 
determination  of  how  to  proceed  with  respect  to 
modernizing  the  clinical  center  will  be  made.  But 
please  keep  in  mind  that  the  Clinical  Center  is  over 
forty  years  old.     It  was  designed  and  built  in  a 
different  technological  age,  yet  still  remains  the 
largest  research  hospital  in  the  world.     Whether  we 
improve  the  current  facility  or  replace  it,  the  cost 
will  be  significant. 

VACCINE  INJURY  COMPENSATION 

Question.     Apparently,  many  more  claims  petitions 
than  anticipated  have  been  filed  against  the  National 
Vaccine  Injury  Compensation  Fund.     The  estimates  for 
paying  these  claims  run  as  high  as  $3  billion. 

How  many  claims  have  been  filed  for  the  pre- 
October  1,   1988,  vaccinations,  and  when  do  you 
anticipate  these  claims  will  be  settled? 

Answer.     A  total  of  4,047  pre-October  1,  1988 
vaccine  injury  claims  have  been  filed.     The  recent 
Vaccine  and  Immunization  Amendments  of  1990  extended 
the  time  the  Claims  Court  has  to  review  the  pre-October 
claims  by  180  days,   allowing  for  a  total  of  420  days. 

Question.     What  is  the  history  of  payment  on 
claims  so  far,   and  what  are  the  projected  costs  for 
payment  of  the  new  claims? 

Answer.     As  of  March  12,   1991,   149  pre-October  1, 
1988  cases  have  received  judgements  for  compensation. 
The  total  amounts  awarded  for  these  claims  has  been 
$93.9  million.     Estimates  for  the  remaining  claims  are 
not  available  at  this  time.     The  Department  currently 
is  reviewing  the  claims  to  determine  a  sound  estimate. 

Question.     What  is  the  Administration's  position 
on  settling  these  claims:     will  the  Department  be 
submitting  a  supplemental? 

Answer.     The  Department  is  currently  working  to 
derive  a  sound  estimate  on  the  cost  of  the  pre- 
October  1,   1988  vaccine  injury  claims.     Once  this 
estimate  is  derived,  we  will  review  options  for 
handling  the  claims. 


57 


AIDS 

Question.     To  date,  AIDS  has  claimed  more  American 
lives  than  the  Vietnam  War.     The  National  Commission  on 
AIDS  projects  an  additional  200,000  deaths  over  the 
next  four  years,   increasingly  among  women  and  children, 
IV  drug  users,  and  minority  populations. 

Your  FY  1992  budget  proposes  a  modest  increase  in 
AIDS  funding,  all  of  it  directed  to  research.  The 
budget  proposes  level  funding  of  Ryan  White  AIDS  care 
programs  in  FY  1992  —  without  an  increase  even  for 
inflation. 

Do  you  believe  the  budget  reflects  the  right 
balance  in  funding  between  research  and  health  care 
services? 

Answer.     Yes,   I  believe  my  budget  reflects  the 
right  balance  in  funding  between  AIDS  research  and 
services.     However,  while  we  have  continued  funding  of 
"Ryan  White"  activities  at  the  same  level  provided  by 
Congress  in  FY  1991,  we  remain  concerned  about 
piecemeal,  disease-specific  approaches  to  financing 
health  care  services.     It  should  also  be  noted  that  our 
projected  costs  for  caring  for  AIDS  patients  through 
the  Medicaid  and  Medicare  programs  will  approach  $1.36 
billion  in  FY  1992,   an  increase  of  over  $300  million 
from  FY  1991. 

Question.  What  was  the  funding  level  proposed  in 
the  original  HRSA  budget  submission,  and  what  level  of 
funds  for  Ryan  White  did  your  budget  submission  to  0MB 
propose? 

Answer.     The  HRSA  and  HHS  budgets  were  originally 
developed  prior  to  the  passage  of  the  Ryan  White 
Comprehensive  Care  Act.     Therefore,   neither  the  HRSA 
nor  the  Department  budgets  included  funding 
specifically  for  the  "Ryan  White"  activities. 

Question.     The  recent  case  of  the  Florida  dentist 
who  appears  to  have  infected  some  of  his  patients  with 
HIV  has  renewed  concerns     about  HIV  testing  of  health 
care  workers.     What  is  the  Department's  position  on 
HIV-=virus  testing  for  doctors,  dentists,  nurses,  and 
other  health  workers? 

Answer.     CDC  continues  to  emphasize  adherence  to 
its  guidelines  for  preventing  the  transmission  of  HIV 
and  other  blood  borne  pathogens  in  the  health  care 
setting.     These  guidelines  promote  following  universal 
precautions,   including  proper  cleaning  of  instruments 
and  preventing  blood  contact  between  patient  and  health 
care  worker.     On  February  21  -2  2,   CDC  held  an  open 
meeting  to  review  current  information  on  the  risks  of 
transmission  of  HIV  and  other  blood  borne  pathogens 
during  invasive  procedures  and  to  assess  the 
implications  of  these  risks.     Participants  of  the 
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meeting  have  been  provided  time  to  submit  written 
comments  about  the  meeting.     Once  these  comments  have 
been  received,  CDC  will  begin  a  deliberative  process  of 
reexamining  and  updating  the  prevention  guidelines  for 
health  care  workers  performing  invasive  procedures. 
Once  the  Department  has  approved  the  draft,  guidelines, 
the  Department  will  provide    a  60  day  period  for 
submitting  public  comment  before  issuing  any  final 
guidelines. 

Finally,   in  FY  1992,  the  Department  is  requesting 
$29.2  million  to  continue  information  and  education 
projects  related  to  preventing  HIV  transmission  in 
health  care  workers. 

^     FAMILY  PLANNING 

Question.     How  much  time  will  Title  X  providers 
have  to  decide  whether  they  will  comply  with  the  1988 
regulations? 

Answer.     If  the  Supreme  Court  upholds  the 
regulations,  the  Department  will  allow  30  days  for  each 
grantee  to  provide  assurance  of  compliance,  and  another 
30  days  to  implement  compliance.     A  longer  period  for 
compliance  may  be  authorized  in  the  small  number  of 
cases  where  compliance  requires  a  grantee  to  obtain  new 
facilities  or  to  redesign  their  accounting  systems. 
While  this  may  seem  a  short  time  period,  grantees  have 
had  three  years  to  consider  and  plan  for  the 
implementation  of  these  regulations. 


Question.     If  any  Title  X  providers  refuse  to 
comply,  does  the  Department  plan  to  discontinue  funding 
them  —  and  if  so,  how  will  you  ensure  that  Title  X 
services  will  be  continued  without  interruption? 

Answer.     We  believe  that  few  if  any  Title  X 
grantees  will  refuse  to  participate  in  the  program  if 
the  Supreme  Court  upholds  the  regulations.     Should  a 
grantee  decide  to  drop  out  of  the  program,  however, 
there  will  be  little  difficulty  in  transferring  the 
funding  to  a  new  grantee  in  an  orderly  manner. 

PREVENTION/PUBLIC  HEALTH  SYSTEM 

Question.     Perhaps  one  of  the  most  important 
components  of  our  health  care  system  for  meeting  the 
Health  Objectives  for  the  Year  2000  is  a  strong  public 
health  system.     As  you  know,   a  number  of  reports, 
including  a  report  by  the  Institute  of  Medicine,  have 
found  that  our  public  health  system  is  in  disarray  and 
that  there  is  a  lack  of  federal  leadership.  What 
additional  steps  are  needed  to  build  a  state  and 
federal  public  health  infrastructure  so  the  Health 
Objectives  for  the  Year  2000  can  be  met? 
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Answer.     Our  budget  request  for  fiscal  year  1992 
for  the  Centers  for  Disease  Control  emphasizes  the  need 
to  strengthen  the  public  health  infrastructure.  CDC 
proposes  to  expand  the  Preventive  Health  Services  Block 
Grant  by  12  percent,   or  to  a  level  of  $101.5  million. 
This  should  begin  to  enable  State  health  departments  to 
fulfill  the  Institute  of  Medicine  charges  to  develop 
policies  to  assure  the  delivery  of  preventive  health 
services. 

A  second  aspect  of  building  this  infrastructure  is 
to  strengthen  CDC's  ability  to  provide  leadership. 
Progress  toward  achieving  the  Year  2000  objectives  must 
be  measured,  more  than  one-fourth  of  1990  objectives 
could  not  be  measured.     This  is  the  reason  CDC  is 
seeking  a  $15  million  increase,  or  21  percent,   for  the 
National  Center  for  Health  Statistics.     Added  data 
collection  capacity  and  enhanced  automation  and 
analytical  approaches  will  strengthen  CDC's  excellence 
in  infectious  and  chronic  diseases,  and  occupational 
and  environmental  health,  to  meet  the  challenges  of  the 
future . 

HEALTH  OBJECTIVES  FOR  THE  YEAR  2000 

Question.     Has  the  Department  developed  a 
comprehensive  plan  laying  out  for  each  objective  which 
changes  in  Federal  programs  or  increases  in  Federal 
funding  should  be  made  so  that  we  can  achieve  in  the 
Year  2000  what  we  did  not  achieve  in  1990? 

Answer.     The  Public  Health  Service  is  engaged  now 
in  developing  such  an  "implementation  plan"  that  will 
show  for  each  priority  area  of  Healthy  People  2000  what 
allocations  of  resources  are  being  focused  to  achieve 
the  Year  2000  objectives  and  what  issues  need  special 
attention.     This  plan  is  slated  to  be  completed  in  late 
1991  and  will  be  updated  periodically  throughout  the 
decade. 

Question.     Goal  21.4  of  the  Year  2000  Objective 
states:     financing  and  delivery  of  clinical  preventive 
services  so  that  virtually  no  American  has  a  financial 
barrier  to  receiving,  at  a  minimum,  the  screening, 
counseling,  and  immunization  services  recommended  by 
the  U.S  Preventive  Services  Task  Force.     What  steps  is 
the  Department  taking  or  will  it  recommend  be  taken  to 
meet  that  objective? 

Answer.     Recent  statutory  changes  have  expanded 
Medicare  and  Medicaid  preventive  services  for  specific 
screening  and  immunization  services,   such  as  Pap  smears 
and  mammography.     States,  however,  have  broad 
discretion  to  limit  the  amount,  duration,  and  scope  of 
services. 

The  Department  is  looking  for  opportunities  within 
its  own  service  delivery  programs  as  well  as  working 
with  State  and  community  agencies  and  professional 
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organizations  to  promote  and  strengthen  the  provision 
of  clinical  preventive , services  by  primary  health  care 
providers.     The  development  and  implementation  of  a 
national  education  initiative  entitled  "Put  Prevention 
into  Practice"  is  one  way  in  which  such  services  will 
be  promoted.     In  addition,  the  Department  is  currently 
examining  the  cost-effectiveness  of  Medicaid  and 
Medicare  reimbursement  for  preventive  services  through 
the  conduct  of  a  set  of  prevention  demonstration 
projects  under  Medicare,  while  we  continue  to  consider 
inclusion  of  specific  preventive  interventions  through 
Federally-financed  medical  services  and  work  to 
identify  those  for  whom  financial  barriers  preclude 
access  to  services. 

PREVENTIVE  MEDICINE 

Question.     What  can  be  done  through  Federal 
programs,   such  as  Medicare  —  which  pays  large  sums  for 
graduate  medical  education — to  achieve  this  objective? 

Answer.     The  Medicare  program  will  implement  a 
reform  in  its  physician  payment  system  beginning  in 
January,   1992.     The  new  system  is  expected  to 
redistribute  physician  payments  from  surgeons  and 
specialists  to  physicians  in  primary  care  disciplines 
such  as  general  and  family  practice  and  general 
internal  medicine.     Since  it  is  these  physicians  that 
are  most  directly  involved  in  preventive  clinical 
services,  the  reform  should  encourage  greater  access  to 
preventive  services  for  the  Medicare  population. 

While  graduate  medical  education  programs  do 
receive  some  reimbursement  through  the  Medicare 
program,   HCFA  does  not  regulate  the  curricular  content 
of  these  programs.     However,  we  are  proposing  a  special 
incentive     for  primary  care  interns  in  the  GME 
reimbursement  formula. 

Within  the  Public  Health  Service,  the  sums  devoted 
to  health  professions  programs  are  comparatively  small. 
However,  as  noted  in  our  response  to  the  previous 
question,   we  are  trying  to  tilt  these  programs  toward 
health  promotion  and  disease  prevention  by  urging  all 
applicants  for  funding  to  submit  work  plans  that 
address  specific  objectives  of  Healthv  People  2000. 

Question.     I've  been  told  that  less  than  2  percent 
of  the  training  our  doctors  receive  focuses  on  disease 
prevention  and  health  promotion.     Do  you  believe  that 
the  training  received  by  doctors  should  include  a 
special  emphasis  on  disease  prevention  and  health 
promotion? 

Answer.     I  believe  that  all  health  professionals 
should  receive  training  which  emphasizes  disease 
prevention  and  health  promotion.     We  are  urging  all 
applicants  for  current  Public  Health  Service  programs 
of  support  for  health  professions  education  to  submit 
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work  plans  that  address  specific  objectives  of  Healthy 
People  2  000, 

MEDICARE  RULES 

Question.     The  report  accompanying  the  FY  1991 
appropriation  requested  that  the  Department  undertake  a 
review  of  Medicare  rules  and  regulations  imposed  on 
beneficiaries  and  providers  in  rural  and  other 
medically  underserved  areas  to  determine  which  may  be 
unnecessary  or  could  be  less  administratively 
burdensome  while  maintaining  or  improving  the  quality 
of  care.     What  have  you  done  to  act  on  this? 

Answer.     We  share  your  concerns  that  providers  and 
beneficiaries  are  not  unduly  burdened  by  Medicare  rules 
and  regulations.     As  part  of  OBRA  1990  we  are  required 
to  conduct  a  review  of  Medicare  hospital  regulations  to 
determine  which  requirements  could  be  made  less 
administratively  burdensome  for  rural  hospitals  without 
diminishing  the  quality  of  care.     We  are  required  to 
report  to  Congress  by  April  1,   1992.     Although  we  will 
be  working  on  this  review,  we  do  not  yet  have  any 
meaningful  data. 

Question.     Mr.  Secretary,  as  you  know,   in  the 
tables  in  our  Senate  report  for  each  institute  we  only 
detail  the  amount  for  general  program  research  and 
research  training.     Funding  spent  for  prevention 
activities  is  buried  most  often  within  the  research 
management  and  support  line. 

In  view  of  the  importance  that  we  both  place  on 
prevention  activities,  should  we  include  a  new  line 
item  to  indicate  for  each  NIH  institute  how  much  is 
being  spent  on  prevention  and  control  activities? 

Answer.     Creating  a  specific  line  item  for 
prevention  activities  would  highlight  the  NIH 
prevention  activities,   but  might  do  so  at  the  expense 
of  NIH's  ability  to  manage  its  programs  to  respond 
quickly  to  emerging  scientific  opportunities.     In  terms 
of  structuring  and  managing  a  budget  account, 
prevention  activities  are  not  analogous  to  research 
training.     Research  training  is  a  separate  mechanism 
and  also  has  a  distinct  authority.  Prevention 
activities  are  funded  from  several  different 
mechanisms,   including  research  training,   and  would  be 
difficult  to  define  consistently  across  each  of  the 
Institutes. 

CANADIAN  HEALTH  CARE  SYSTEM 

Question.     Much  has  been  said  about  the  fact  that 
U.S.  health  care  costs  are  skyrocketing,  despite  the 
fact  that  millions  of  Americans  have  no  health 
insurance.     By  contrast,  the  Canadian  health  care 
system  covers  all  of  its  citizens,  at  a  per  capita  cost 
one-third  less  than  the  United  States. 
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How  does  Canada  provide  universal  health  care  for 
less  cost  than  the  United  States? 

Answer.     There  are  substantial  differences  between 
the  Canadian  and  U.S.  health  care  systems.   In  general, 
Canada  has  fewer  specialists  and  more  general 
practitioners  and  provides  much  less  technology- 
intensive  care.     Also,  each  provincial  government 
establishes  a  fee  schedule  for  medical  services.  These 
government  established  fees  constitute  payment  in  full. 
The  Canadian  system  also  has  much  lower  administrative 
costs  than  the  United  States.       Also,   Canada  has 
regionalized  health  care  and  a  very  tight  system  of 
capital  controls. 

However,  there  are  long  waits  for  elective  surgery 
in  Canada,  and  more  limited  access  to  technology. 
Therefore,  although  we  can  learn  about  the  best  aspects 
of  the  Canadian  system,  we  cannot  transport  the 
Canadian  system  to  the  United  States. 

Question.     Are  there  elements  of  the  Canadian 
health  care  system  that  can  be  of  value  to  the  U.S.  as 
we  search  for  a  way  to  expand  access  to  care  for  all 
Americans,  while  controlling  costs? 

Answer.     The  Canadian  system  has  some  interesting 
features.  One  feature  that  we  may  want  to  examine  is 
how  Canada  handles  administrative  costs.  Their 
administrative  costs  are  substantially  lower  than  in 
the  United  States.     Reducing  American  administrative 
costs  might  free  dollars  for  needed  patient  care. 
Since  coverage  is  universal  and  all  health  transactions 
are  paid  by  the  government,  the  government  can  profile 
physician  practice  patterns  and  identify  problems.  We 
are  beginning  to  use  profiling  more  in  the  United 
States.     Canada  has  a  very  tight  system  of  capital 
controls.  Also,   Canada  has  regionalized  health  care, 
linking  remote  rural  areas  with  the  best  care  in 
tertiary  institutions  in  major  cities. 

OLDER  AMERICANS  HEALTH  PROMOTION  AND  DISEASE  PREVENTION 

Question.     Mr.  Secretary,  as  you  know,   I  have 
introduced  the  Older  Americans  Health  Promotion  and 
Disease  Prevention  Act.     This  bill  expands  Part  F  of 
the  Older  Americans  Act  to  establish  a  state  grants 
program  that  would  provide  disease  prevention  and 
health  promotion  services  and  information  at  senior 
centers,  congregate  meal  sites,  home-delivered  meal 
programs  or  at  other  appropriate  sites.     Prevention  and 
health  promotion  is  important  at  any  age  —  however,  to 
the  elderly,  disease  prevention  and  health  promotion 
could  well  meant  the  difference  between  independence  or 
nursing  home  care.     I  just  think  that  prevention  makes 
good  sense  —  and  will  save  money  in  the  out  years. 

With  this  as  background,   it  is  of  concern  to  me 
that  the  Administration  has  never  requested  funding  for 
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Part  F  of  the  Older  Americans  Act  —  Health  Prevention 
for  Older  Americans.     Is  it  felt  that  these  services 
are  unimportant  for  older  Americans,   and  if  you  feel 
that  these  services  are  important,  why  have  you  not 
requested  funding  for  Part  F? 

Answer.     I  could  not  agree  more  that  preventive 
health  measures  are  extremely  important  for  all  members 
of  our  society,  especially  for  the  elderly  population. 
However,  we  have  not  established  a  separate  funding 
stream  to  support  these  activities.     States  can,  and 
already  do,  use  Older  Americans  Act  funds  to  carry  out 
the  health  promotion  and  disease  prevention  activities 
authorized  by  Part  F  of  the  Act.     Title  III-B  of  the 
Act  allows  for  a  wide  range  of  supportive  and  social 
services  for  the  elderly,   such  as  community  health, 
home  health  aid,   outreach  and  information  and  referral 
services.     Title  III-B  programs  are  funded  at  $291 
million  in  the  FY  1992  President's  Budget,   $19  million 
above  the  FY  1990  appropriation. 

In  addition  to  Title  III-B  activities,  health 
promotion  and  disease  prevention  has  been  a  priority 
under  the  Title  IV  Aging  Research,  Training  and 
Disrectionary  Projects  program  for  the  past  several 
years.     Grants  have  been  made  to  Universities  and  local 
Aging  organizations  to  improve  knowledge  about  and 
effectiveness  of  health  education  and  promotion 
programs  for  the  elderly. 

AGING 

Question.     Each  day,   about  6,000  people  turn  65 
years  of  age.     By  the  year  2,000  —  just  nine  short 
years  away  —  13  percent  of  the  population  will  be  65 
or  over.     Iowa's  65  and  over  population  is  already  at 
15.1  percent,  and  we  have  one  of  the  largest  85  years 
of  age  and  over  populations  in  the  country.     In  spite 
of  the  fact  that  the  "AGING  OF  AMERICA"   is  a  very  real, 
no  increases  —  not  even  cost-of-living  increases  — 
have  been  requested  that  will  put  programs  into  place 
to  deal  with  this  population  growth.     What  steps  is/are 
the  Administration  taking  to  put  into  place  long-term 
strategies  and  programs  to  deal  with  this  population 
growth? 

Answer.     While    we  are  not  seeking  funding 
increases  for  Administration  on  Aging  programs,  we  do 
expect  service  levels  to  increase.     Aging  service 
agencies  have  selected  management  and  program 
improvements,  combined  with  the  long  tradition  of 
increasing  contributions  from  program  participants,  to 
allow  service  levels  to  increase  with  level  funding. 
For  example,  supportive  services  like  home  health  aide, 
transportation,  outreach  and  legal  services  to  the 
elderly  will  increase  by  6%  on  average,  and  3.4  million 
more  meals  will  be  served  to  the  elderly  in  1992  than 
were  served  in  1991.     In  addition,  to  ensure  that 
available  funds  provide  assistance  to  those  most  in 
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need,  the  Administration's  legislative  proposal  to 
reauthorize  and  reform  the  Older  Americans  Act  for  1992 
will  place  greater  emphasis  on  targeting  funds  and 
services  to  the  most  needy  and  vulnerable- — the  low- 
income  minority  elderly. 

In  addition  to  implementing  service  programs, 
State  and  Area  Agencies  on  Aging,  under  the  leadership 
of  the  Administration  on  Aging,  are  working  with 
thousands  of  community  organizations  to  develop 
coordinated  systems  of  service  to  respond  to  the  needs 
of  the  growing  elderly  population  within  the  community. 

HEAD  START 

Question.     We  have  several  concerns  relating  to 
the  implementation  of  the  1990  reauthorization  of  Head 
Start.     In  creating  the  quality  set-aside,  the 
reauthorization  bill  was  careful  to  protect  the 
program's  ability  to  maintain  current  service  levels. 
Section  105  of  PL  101-501  specifically  states  that 
before  the  Secretary  can  use  funding  increases  to 
expand  the  number  of  children  served  by  the  program,  he 
must  ensure  that  allocations  to  existing  programs  are 
sufficient  to  maintain  the  precious  years  service 
level,  account  for  inflation.     Please  explain  why  the 
Administration's  FY  1992  budget  proposal  outlines  its 
intention  to  use  increase  to  serve  additional  children 
and  not  to  provide  an  inflation  adjustment  so  that 
existing  programs  can  meet  rising  costs  —  such  as 
rent,  heat  and  supplies? 

Answer.     Ensuring  that  the  level  and  quality  of 
Head  Start  services  are  maintained  during  the  on-going 
enrollment  expansion  program  is  one  of  our  top 
priorities.     Funds  from  the  FY  1992  requested  budget 
increase  will  be  available  for  grantees  to  maintain  the 
current  level  of  service  in  their  programs.     The  recent 
amendments  to  the  Head  Start  Act  do  not  require  a  cost- 
of-living  increase  for  all  grantees,  but  rather  that 
enrollment  is  not  increased  without  first  assuring  that 
grantees  have  sufficient  funds  to  maintain  the  previous 
year's  service  levels.     This  will  be  accomplished  by 
allowing  grantees  to  use  funds  from  their  FY  1992 
increase  to  maintain  services,  before  they  add  new 
children  to  their  programs.     Such  decisions  will  be 
made  on  a  case-by-case  basis,  since  the  amount  of  funds 
that  will  be  needed  to  maintain  service  levels  will 
vary  depending  on  each  program's  particular 
circumstances . 

OFFICE  FOR  CIVIL  RIGHTS 

Question.     The  inventory  of  unresolved  complaints 
before  the  Office  for  Civil  Rights  has  increased  from 
558  in  1989,   to  597  in  FY  1990,   and  up  to  637 
unresolved  cases  at  the  start  of  FY  1991.     The  FY  1992 
budget  projects  another  increase  in  unresolved 
complaints. 
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How  do  you  account  for  this  steady  increase? 

Answer.     The  increase  can  be  attributed  to  the 
following:     a  projected  average  annual  increase  of  more 
than  eleven  percent  in  complaint  receipts  between  FY 
1989  and  FY  1992;  a  relatively  constant  level  of 
compliance  staff;  and  the  Office  for  Civil  Rights' 
concurrent  effort,  beginning  in  FY  1990,   to  operate  a 
balanced  program  of  complaint  investigations, 
compliance  reviews  and  outreach  activities. 

Question.     What  level  of  FTE  and  funding,   in  your 
view,  would  be  required  to  decrease  the  backlog  of 
unresolved  cases?     Please  be  specific. 

Answer.     It  is  important  to  note  that  the  year-end 
inventories  are  not  unattended  "backlogs",   since  they 
principally  include  cases  that  are  being  processed,  as 
well  as  cases  received  during  the  last  half  of  the 
previous  fiscal  year.     In  FY  1989  and  1990,  the 
inventories  were  29.6  and  31.27  percent  respectively  of 
total  workload.     In  FY  1992,   that  percentage  is 
expected  to  rise  to  33.2  percent  of  total  caseload. 

By  regulation,  OCR  is  required  to  promptly  address 
complaints  of  discrimination  and  carry  out  other 
compliance  activities  such  as  periodic  compliance 
reviews.     The  Department  has  chosen  to  maintain  a 
balanced  enforcement  program  of  complaint 
investigations,  compliance  reviews  and  outreach 
activities  which,  because  of  resource  limitations,  has 
resulted  in  a  small  increase  in  the  end-of-year 
inventory.     In  FY  1992,   should  the  end-of-year 
inventory  become  unmanageable,   the  agency  has  the 
flexibility  to  redistribute  resources  as  needed. 

POLICY  RESEARCH 

Question.     How  many  Policy  Research  Studies  are 
planned  for  FY  1992?     How  many  of  these  will  be 
conducted  within  the  Department,   and  how  many 
contracted  out? 

Answer.     Policy  Research  will  generate 
approximately  thirty  studies  let  through  various 
contracts  and  grants  in  FY  1992.     We  do  not  conduct 
studies  per  se.     However,  we  do  utilize  the  research 
data  gathered  by  these  studies  to  translate  the  science 
of  policy  research  to  the  development  of  the 
Departments  planning  and  policy  analysis. 

Question.     What  are  the  priority  areas  for  Policy 
Research  studies  in  FY  1992? 

Answer.     The  Policy  Research  program  examines 
broad  issues  that  cut  across  agency  and  subject  lines, 
as  well  as  new  policy  approaches  developed  outside  the 
context  of  existing  programs.     The  research  will  focus 
on  policy  issues  in  these  major  areas:  services 
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integration;  children  and  youth;  family;  long-term 
care;  health  care  infrastructure  and  financing;  and 
minorities. 

Question.     Please  provide  the  Subcommittee  with 
copies  of  recent  studies  on  the  family  supported 
through  Policy  Research  funds. 

Answer.     The  following  two  examples  of  studies 
conducted  on  the  family  are  being  provided  to  the 
Subcommittee  under  separate  cover:  "Identifying 
Successful  Families:     An  Overview  of  Constructs  and 
Selected  Measures"  and  a  compendium  of  "Research  on 
Children,   Youth,   and  Families." 

Copies  of  other  studies  are  available  through  the 
Policy  Information  Center  (PIC) ,  a  resource  center  for 
evaluation,  short-term  evaluative  research,   and  policy- 
oriented  projects  for  the  Department.     The  PIC  is 
operated  by  the  Office  of  the  Assistant  Secretary  for 
Planning  and  Evaluation.     Upon  request,   PIC  staff  will 
conduct  searches  of  its  on-line  query  system  and  make 
available  copies  of  final  reports  and/or  executive 
summaries  which  focus  on  the  Department's  programs  and 
policy  issues.     The  PIC  is  located  in  Room  438-F, 
Hubert  H.  Humphrey  Building,   200  Independence  Ave. 
S.W.,   Washington  D.C.   20201,   telephone   (202)  245-6445. 

CLEARINGHOUSE  ON  THIRD  PARTY  LIABILITY 

Question.     The  budget  requests  $5  million  for  a 
new  clearinghouse  on  third  party  liability,  which 
proposes  to  identify  beneficiaries'  available  health 
coverage  and  ensure  that  secondary  payer  provisions  of 
law  are  followed. 

As  this  new  clearinghouse  is  envisioned, 
beneficiary  participation  in  the  clearinghouse  appears 
to  be  mandatory,   likened  to  providing  information  to 
the  IRS.     What  specific  information  would  beneficiaries 
be  required  to  provide  about  themselves  and  their 
families? 

Answer.     Under  the  proposed  new  legislation, 
beneficiaries  would  not  be  mandated  to  provide  any 
information  to  the  IRS.     Experience  has  demonstrated 
that  information  obtained  from  beneficiaries  is  often 
incomplete  and  inaccurate.     The  clearinghouse  avoids 
this  problem  by  going  straight  to  the  employer  for  the 
necessary  information  on  health  care  coverage  of  their 
employees.     The  employer  would  be  required,   as  part  of 
the  annual  W-2  Form  process,   to  provide  information  on 
employee  health  coverage  for  the  tax  year  just 
completed.     Although  the  details  of  this  process  need 
further  development,   the  information  provided  by  the 
employer  would  be  limited  to  one  of  four  categories 
with  respect  to  the  potential  beneficiary/ employee : 
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-  employer  does  not  offer  health  insurance? 

-  employer  offers  health  insurance,   but  employee 
not  enrolled; 

-  employee  covered,   self  only;  or 

-  employee  covered,   family  coverage. 

Failure  to  provide  this  data  would  carry  the  same 
liabilities  as  failing  to  report  tax  information. 

Question.     Will  insurers  also  be  asked  to  provide 
information  about  their  clients? 

Answer.     The  exact  nature  and  level  of 
participation  expected  from  the  insurance  industry  is 
still  under  consideration  within  the  Department.     In  an 
enterprise  of  this  nature,  however,  one  could  not  rule 
out  the  possibility  that  at  some  point,   and  for  some 
claims,  the  insurers  will  be  brought  into  the  process 
for  the  purpose  of  identifying  the  party  or  parties 
responsible  for  making  payment  and  the  nature  of 
coverage. 

Question.     What  steps  are  being  taken  to  ensure 
protection  of  individuals'  privacy  and  the  sanctity  of 
computer  data  about  beneficiaries? 

Answer.     The  Administration  is  currently  drafting 
statutory  language  to  address  privacy  considerations. 


QUESTIONS  SUBMITTED  BY  SENATOR  ERNEST  F.  ROLLINGS 

CANCER  FUNDING 

Question.     Dr.   Sullivan,  this  marks  the  20th 
anniversary  of  the  National  Cancer  Act.     My  friend. 
Congressman  Conte,   recently  died  from  complications 
related  to  his  prostatic  cancer  and  this  has  prodded  me 
to  give  some  thought  to  the  NCI  and  the  support  that 
cancer  research  has  from  the  Administration. 

Over  the  past  decade,   funding  for  cancer  research 
has  actually  decreased  6%  in  constant  dollars,  while 
other  medical  research  programs  have  grown.     When  you 
make  adjustments  for  AIDS,  cancer  research  funding  has 
actually  decreased  18%. 

Dr.   Sullivan,   can  you  please  explain  this 
disparity  in  funding  when  cancer  is  the  cause  of  one 
out  of  five  deaths? 

Answer.     I  appreciate  your  concern  for  the  funding 
level  of  the  National  Cancer  Institute  and  assure  you 
that  this  Administration  and  this  Department  remains 
committed  to  supporting  research  which  will  eventually 
lead  to  the  elimination  of  cancer  deaths.     The  funding 
pattern  you  have  indicated  is  the  result  not  of  a  lack 
of  commitment  to  the  cause,  but  rather  a  function  of 
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how  the  NIH  research  budget  is  formulated  in  an 
environment  of  increasing  competition  in  biomedical 
research  where  research  funding  is  not  unlimited. 
Despite  the  apparent  decrease  in  NCI's  resources 
relative  to  the  measure  you  mention,  NCI  remains  by  far 
the  largest  Institute  at  the  NIH  with  a  budget  of  $1.8 
billion,  certainly  a  significant  request  for  funding. 

As  you  know  over  the  past  decade  biomedical 
research  has  not  only  advanced  but  also  branched  out. 
Representative  of  this  expanded  scope  of  research  is 
the  fact  that  since  1980,   two  new  Institutes  and  two 
new  Centers  have  been  established  at  NIH,  thereby 
increasing  competition  for  research  funds.     To  assure 
that  all  research  areas  are  allowed  to  prosper,  NIH 
seeks  to  fund  the  most  meritorious  research  rather  than 
emphasizing  any  one  disease  area  over  another. 

Another  factor  is  the  emphasis  over  the  past 
decade  on  increasing  funding  for  research  project 
grants.     In  1981,   NIH  funded  16,400  RPGs;   in  1991  NIH 
expects  to  support  over  21,000  RPGs.     This  emphasis  on 
RPGs  has  not  allowed  other  research  mechanisms  to  grow 
as  quickly.     Because  NCI  does  not  rely  principally  on 
RPGs  but  instead  utilizes  a  number  of  mechanisms,  the 
emphasis  on  NIH  support  for  RPGs  has  contributed  to  the 
slower  rate  of  growth  in  the  NCI  budget. 

Question.     Dr.  Sullivan,  76  million  Americans 
alive  today  will  be  diagnosed  with  cancer  in  their 
lifetime.     In  the  budget  presented  to  the  Congress,  the 
President  has  indicated  that  "prevention"  is  a  high 
priority  of  his  Administration.     Can  you  please  explain 
to  me  why  Cancer  Prevention  and  Control  at  the  National 
Cancer  Institute  in  the  President's  Budget  is  funded 
$90  million  below  the  level  recommended  by  the  By-Pass 
Budget? 

Answer.     The  NCI  By-Pass  Budget  represents  the 
National  Cancer  Institute's  "professional  judgement" 
regarding  all  the  anticipated  scientific  opportunities 
that  will  be  available  in  1992  should  funds  be 
available.     The  By-Pass  Budget  does  not  take  into 
account  competing  priorities  within  the  NIH,  within  the 
Department  of  Health  and  Human  Services,  or  across  the 
Federal  Government.     Priority  setting  has  become  even 
more  important  in  light  of  the  limitations  on  growth 
set  by  the  Budget  Enforcement  Act. 

In  formulating  the  President's  FY  1992  Budget 
request  both  the  President  and  I  provided  to  NIH 
flexibility  to  determine,  within  a  total  spending  plan, 
how  they  would  allocate  resources  to  take  best 
advantage  of  the  competing  scientific  opportunities. 
NIH  in  turn  provided  NCI  with  some  flexibility  in 
determining  the  allocation  of  their  resources.  Within 
this  context,  the  FY  1992  request  of  $90  million  for 
Cancer  Control  and  Prevention  represents  the  NIH's  best 
scientific  judgement. 
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Question.     One  person  dies  from  cancer  every 
minute  —  half  a  million  people  a  year.     In  addition, 
over  one  million  people  will  be  diagnosed  with  cancer 
this  year.     Soon,   cancer  will  replace  heart  disease  as 
the  number  one  killer.     Further,   the  disparity  of 
cancer  mortality  rates  in  the  minority  community  cannot 
be  ignored.     And  yet,   from  the  looks  of  this  budget  — 
it  is  business  as  usual  —  cancer  research  is  being 
treated  like  every  other  disease. 

What  will  it  take  to  get  the  Administration  to 
open  its  eyes  and  see  that  we  need  to  re-establish 
cancer  as  a  national  priority? 

Answer.     The  Administration  continues  to  be 
committed  to  the  National  Cancer  Program,  and  we  will 
continue  to  do  what  we  can  to  ensure  that  NCI  has 
sufficient  funding  to  make  progress  on  cancer.  While 
the  budget  increase  for  NCI  in  1992   (5.6%)   is  somewhat 
lower  than  the  increase  for  NIH  in  total   (6.0%),  NCI 
remains  by  far  the  largest  Institute  at  the  NIH  with  a 
budget  of  $1.8  billion  —  20.6  percent  of  all  NIH 
funding.       Funds  for  research  on  cancer  still  exceeds 
research  funding  for  any  other  disease,   including  AIDS. 
We  know  of  no  greater  means  of  indicating  the  priority 
of  the  National  Cancer  Program. 


QUESTION  SUBMITTED  BY  SENATOR  DANIEL  K.  INOUYE 
CHILDREN'S  MENTAL  HEALTH 

Question.     The  NIMH  has  indicated  in  a  report 
requested  by  Congress   (National  Plan  for  Research  on'^ 
Child  and  Adolescent  Mental  Disorders)   that  a 
substantial  increase  in  funds  in  FY  1991   (over  $50 
million)  will  be  directed  to  research  on  children's 
mental  health.     This  funding  was  to  reach  over  $257 
million  by  FY  1995.     Moreover,  there  was  to  be  a 
significant  investment  in  children's  services 
research.     It  has  come  to  our  attention  that  this 
program  is  now  in  jeopardy  of  losing  its  funds  to 
other  areas  in  NIMH  and  ADAMHA.     As  indicated  in 
your  report  to  Congress  we  consider  this  to  be  a 
critical  research  area  that  should  have  the  highest 
priority  for  funding.     What  will  the  Department  do 
to  assure  us  that  it  will  carry  out  its  own  plan 
that  was  supported  by  Congress? 

Answer.     The  Department  continues  to  place 
emphasis  on  children's  mental  health  research  as 
called  for  in  the  National  Advisory  Mental  Health 
Council's  National  Plan  on  Child  and  Adolescent 
Mental  Disorders.     Compared  to  FY  1989,   the  FY  1992 
HHS  budget  provides  a  63  percent  increase  in  funding 
for  child  and  adolescent  mental  disorders.  Child 
and  adolescent  mental  disorders  research  has 
increased  at  a  much  more  rapid  rate  than  the 
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National  Institute  of  Mental  Health's  overall 
research  budget,  which  increased  by  4  3  percent 
during  this  same  time  period. 


QUESTIONS  SUBMITTED  BY  SENATOR  BROCK  ADAMS 
ELDER  ABUSE 

Question.     Secretary  Sullivan,   last  summer,  in 
you  speech  at  the  AARP  convention,  you  said  that  we 
must  "do  everything  possible  to  strengthen  our 
ability  to  protect  older  Americans  from  abuse, 
wherever  they  are."    You  rightfully  expressed  your 
outrage  at  this  terrible  social  blight  an  announced 
your  departmental  task  force  to  develop  a 
comprehensive  elder  abuse  strategy,   including  "new 
legislative  initiatives  to  deal  with  the  problem." 
You  also  called  upon  Commissioner  on  Aging  Berry  to 
"expand  and  strengthen  efforts"  of  the  Older 
Americans  Act  long-term  care  ombudsman  program  to 
investigate  and  resolve  complaints  of  abuse  against 
our  older  Americans. 

In  light  of  this,  I  hope  that  you  were  pleased 
that  Congress  appropriated  for  FY  1991  the  first 
funding  for  the  elder  abuse  provisions  of  the  OAA 
(Title  III,  part  G) .     The  amount  is  only  $2.9 
million  for  the  nation,  but  it  is  a  good  start. 
Also,  we  provided  $2.4  million  specifically  for  the 
ombudsman  program. 

I  must  say  that  I  am  disappointed  that  the 
President's  budget  calls  for  no  increase  in  these 
small  amounts  for  these  critical  programs.     I  have  a 
couple  of  questions  for  you  about  this: 

1)     Does  the  0MB  passback  reflect  your 
recommendations  or  views  concerning  funding  for 
elder  abuse  and  ombudsman  activities  under  the  Older 
Americans  Act? 

Answer.     The  FY  1992  President's  Budget 
reflects  our  recommendations  for  funding  for  elder 
abuse  and  ombudsman  activities  under  the  Older 
Americans  Act. 

Question.     Do  you  believe  we  should  increase 
funding  for  these  activities?     If  so,  what  do  you 
believe  would  be  a  legitimate  level  of  funding  for 
these  efforts? 

Answer.     We  are  recommending  a  total  of  $5.4 
million  in  FY  1992  to  continue  programs  that  provide 
grants  to  States  to  respond  to  and  prevent  instances 
of  elder  abuse  and  neglect  in  both  the  community  and 
long-term  care  facilities.     A  total  of  $5.4  million 
is  included  in  for:     Long-Term  Care  Ombudsman 
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Services  to  provide  States  resources  to  investigate 
and  resolve  complaints  on  behalf  of  older 
individuals  residing  in  nursing  homes  and  board  and 
care  homes,   funded  at  $2.4  million;  and  Grants  to 
States  to  conduct  abuse,   neglect  and  exploitation 
prevention  activities  including  outreach,  education, 
reporting,  and  referral  of  complaints  to  law 
enforcement  agencies,   funded  at  $3.0  million. 

Question.     As  you  know,  this  year  we  will 
reauthorize  the  Older  Americans  Act.     This  provides 
an  opportunity  to  strengthen  these  efforts  in  the 
Older  Americans  Act? 

Answer.     State  and  Area  Agencies  on  Aging,  as 
well  as  the  Administration  on  Aging,  have  broad 
authorities  to  conduct  elder  abuse  and  ombudsman 
activities  under  the  existing  provisions  of  the 
Older  Americans  Act.     There  are  no  legislative 
changes  necessary  to  continue  to  carry  out  these 
activities.  ^ 

Further,  I  want  to  be  clear  that  States  have  a 
major  responsibility  in  efforts  to  eliminate  elder 
abuse.     The  Administration  on  Aging  recognizes  its 
obligation  to  support  these  State-directed  efforts. 
The  Older  Americans  Act,  as  currently  enacted, 
provides  sufficient  authority  for  AoA  to  assist 
States  in  addressing  elder  abuse. 

Question.     What  recommendations  would  you  make 
regarding  legislative  initiatives  aimed  at 
combatting  elder  abuse  in  all  its  forms? 

Answer.     I  believe  legislation  already  exists 
to  address  the  problem  of  elder  abuse.     What  we  need 
is  enhanced  awareness,  coordination  and 
responsiveness  to  the  problem  of  elder  abuse  at  all 
levels  of  government  and  society. 

Question.     Finally,  please  update  us  on  the 
activities  of  your  task  force  and  what  is  your 
current  expectation  as  to  what  the  outcome  of  this 
effort  will  be? 

Answer.     The  purpose  of  the  Task  Force  is  to 
develop  a  departmental  strategy  to  promote  the 
prevention  and  improved  reporting,   investigation  and 
follow-up  of  elder  abuse.     Task  Force  members 
consist  of  the  heads  of  the  Administration  on  Aging, 
the  Health  Care  Financing  Administration,  the 
National  Institute  on  Aging,  and  the  Assistant 
Secretary  for  Planning  and  Evaluation. 

The  task  force  is  currently  developing  a  set  of 
recommendations  aimed  at  increasing  the  awareness  of 
professionals  and  practitioners  who  deal  with  elder 
abuse,   improving  the  coordination  of  federal,  state 
and  local  entities  that  respond  to  complaints  of 
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elder  abuse,  and  promoting  coordinated  research, 
training,  capacity  building  and  enforcement 
activities  among  those  involved  with  elder  abuse 
reporting,   investigation  and  follow-up. 

LONG-TERM  CARE 

Question.  Secretary  Sullivan,  just  yesterday, 
HCFA  in  testimony  before  the  Ways  and  Means  Health 
Subcommittee,  criticized  Representative  Stark's 
long-term  care  legislation  saying  it  was  a 
"fragmented"  or  piecemeal  approach  and  that  "It 
would  be  unwise  to  take  a  fragmented  approach  to 
long-term  care  reform."     I  find  this  criticism 
intriguing.     There  is  considerable  opinion  that,  in 
light  of  our  current  budgetary  circumstances,  long- 
term  care  improvements  will  occur  incrementally 
rather  than  in  one  fell  swoop. 

Can    we  infer  from  HCFA's  testimony  that  the 
Administration  prefers  to  move  long-term  care  reform 
on  a  comprehensive  basis  rather  than  in  a  series  of 
steps?     If  so,  when  might  we  expect  a  comprehensive 
proposal? 

Answer.     I  believe  there  is  a  good  prospect 
that  over  the  next  several  years  we  will  be  able  to 
make  some  significant  improvements  in  long-term  care 
financing  and  service  delivery.     However,  we  are  not 
likely  to  reach  consensus  about  this  complex  issue 
without  informed  debate.     So  what  I  have 
consistently  said  is  that  I  would  like  to  step  back 
a  bit  from  starting  with  solutions  and  look  at  what 
the  need  for  various  kinds  of  long-term  care  is,  how 
today's  need  may  differ  from  tomorrow's,   and  how 
well  various  proposals,  both  comprehensive  and 
incremental,  are  likely  to  stack  up  in  meeting  our 
nation's  long-term  care  needs  in    ways  that  are 
realistic  and  affordable.     This  process  of  inquiry 
and  evaluation  is  going  on  now  within  my  Department, 
the  Social  Security  Advisory  Commission,  the 
National  Governor's  Association  and  other  groups.  I 
expect  to  be  discussing  some  of  my  conclusions  by 
the  summer. 

I  would  add  in  this  regard  that  I  think  long- 
term  care  reforms  must  address  continuing 
improvements  in  the  economic  status  of  many  elderly 
persons  resulting  from  increases  in  women's  labor 
force  participation,  two-income  families,  improved 
pension  coverage  and  vesting,   and  real  economic 
growth.     This  means  that  a  growing  proportion  of  the 
elderly  will  be  able  to  afford  to  purchase  their  own 
care.     Even  more  people  will  be  able  protect 
themselves  in  the  event  they  need  long-term  care  if 
we  can  increase  participation  in  various  private 
risk  pooling  arrangements  such  as  long-term  care 
insurance. 
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LONG-TERM  CARE 

Question.     Last  year,   in  OBRA  90,  Congress 
created  a  new  Medicaid  State  option  for  home  and 
community-based  services  for  frail  elders.  This 
truly  can  be  characterized  as  a  small  and 
incremental  step  in  long-term  care.     Yet,   in  light 
of  our  budgetary  situation,   it  was  the  best  we  could 
do.     What  is  wrong  with  this  step.     Do  you  not  worry 
that  if  we  take  no  action  until  we  can  do  the  whole 
thing  at  one  time,  we  may  never  get  there? 

Answer.     I  do  not  believe  that  government  alone 
can  be  responsible     for  long-term  care  reform.  The 
private  sector  must  be  involved  in  providing 
insurance  and  other  options  for  those  who  can  afford 
them.     Individuals  and  families  must  be  involved  in  v 
understanding  their  risk  of  needing  long-term  care 
and  planning  for  this  risk.     People  cannot  wait  ; 
until  they  are  very  old  and  experiencing  chronic  t 
disability  before  they  think  about  how  they  want  - 
their  long-term  care  needs  met.     And  I  also  think 
government  must  be  involved  to  support  people  who  do 
not  have  other  choices.     There  are  many  different 
steps  that  can  be  taken  to  achieve  this  type  of 
reform.     We  do  not  necessarily  need  to  do  it  all  at 
once.  - 

The  new  Medicaid  option  for  home  and  community- 
based  services  for  frail  elders  has  several  positive 
features.   It  does  focus  on  people  with  the  greatest 
needs.     It  also  includes  a  cost  containment 
mechanism  to  avoid  the  very  real  prospect  that  open  £ 
ended  funding  for  home  and  community  based  services 
could  become  an  astronomical  public  expense, 
particularly  if  it  replaced  the  three  quarters  of 
all  long-term  care  now  provided  free  of  charge  by 
families.     However,   this  new  option  has  been 
superimposed  on  many  other  community  care  funding 
streams,    further  fragmenting  the  organization  and 
delivery  of  services.     I  don't  agree  with  a  strategy 
that  does  not  try  to  integrate  its  purposes  with 
existing  programs  but  is  simply  layered  on  top  of 
them. 

HEALTH  PROMOTION  AND  DISEASE  PREVENTION 

Question.     Secretary  Sullivan,  your  track 
record  as  a  strong  advocate  for  much  greater 
emphasis  on  health  promotion  and  disease  prevention 
is  well-known,   and  you  are  to  be  lauded  for  it.  In 
fact,   at  your  speech  before  AARP  last  summer  you 
stated,    "One  of  the  best  investments  we  can  make  is 
to  emphasize  health  promotion  and  disease 
prevention."     I  absolutely  share  your  view. 

In  this  vein,  I  was  disappointed  to  see  that 
the  President's  budget  does  not  include  a  request 
for  any  funding  for  part  F  or  Title  III  of  the  Older 


74 


Americans  Act,  which  is  the  health  promotion  portion 
of  the  Act.     I  will  also  add  that  Congress  has  not 
yet  provided  any  funding  for  this  part  which  was 
established  in  1987  amendments  to  the  Act.     I  am 
pleased  to  say  that  just  last  week  I  joined  Chairman 
Harkin  and  other  Senators  in  sponsoring  legislation 
to  strengthen  this  important  part  of  the  Act. 

Will  you  support  efforts  to  make  this  part  of 
the  Act  a  reality  by  arguing  within  the 
Administration  to  support  any  Congressional  efforts 
to  provide  funding  for  this  part  of  the  OAA? 

Answer.     I  could  not  agree  more  that  preventive 
health  measures  are  extremely  important  for  all 
members  of  our  society,   especially  for  the  elderly 
population.     You  are  correct  that  this  separate 
funding  stream  for  aging  health  promotion  activities 
has  never  been  funded  since  initially  authorized  in 
1987.     However,   states  can,   and  already  do,  use 
Older  Americans  Act  funds  to  carry  out  the  health 
promotion  and  disease  prevention  activities 
authorized  by  Part  F  of  the  Act.     Title  III-B  of  the 
Act  allows  for  a  wide  range  of  supportive  and  social 
services  for  the  elderly,   such  as  community  health, 
home  health  aid,  outreach  and  information  and 
referral  services.     Title  III-B  programs  are  funded 
at  $291  million  in  the  FY  1992  President's  Budget, 
$19  million  above  the  FY  1990  appropriation. 

Question.     If  there  is  no  support  for  funding 
this  part  of  the  Act,   is  there  any  point  in  keeping 
the  health  promotion  provisions  in  the  Act? 

Answer.  Since  State  and  Area  Agencies  on  Aging 
can  and  do  conduct  these  activities  under  the  Title 
III-B  Supportive  Services  program,  and  since  Part  F 
duplicates  authorities  already  existing  under  other 
parts  of  the  Older  Americans  Act,  we  are 
recommending  that  Part  F  be  repealed  from  the  Older 
Americans  Act. 

Question.     If  that  is  not  your  view,  what 
recommendations  can  you  offer  us  to  strengthen 
efforts  under  the  Older  Americans  Act  to  engage  in 
health  promotion  and  disease  prevention  related 
efforts? 

Answer.     There  are  no  legislative  changes 
necessary  to  strengthen  on-going  health  promotion 
and  disease  prevention  efforts.     State  and  Area 
Agencies  on  Aging,  under  the  leadership  of  the 
Administration  on  Aging,   are  providing  health 
promotion  and  disease  prevention  services  to  the 
elderly.     The  Administration  on  Aging  has  been 
working  with  States  to  improve  the  planning  and 
delivery  of  services  in  the  area  of  health 
promotion.  In  addition  to  Title  III-B 

activities,  health  promotion  and  disease  prevention 
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has  been  a  priority  under  the  Title  IV  Aging 
Research,  Training  and  Disrectionary  Projects 
program  for  the  past  several  years.     Grants  have 
been  made  to  Universities  and  local  Aging 
organizations  to  improve  knowledge  about  and 
effectiveness  of  health  education  and  promotion 
programs  for  the  elderly. 

Question.     Along  these  lines,  what  role  do  vou 
believe  that  the  National  Institute  of  Aging  should 
play  in  this  area?    Are  there  initiatives  you  intend 
to  pursue  with  NIA  in  this  regard? 

Answer.     Although  the  National  Institute  on 
Aging  focuses  more  on  biomedical  research  to 
discover  effective  prevention  and  treatment  methods 
for  diseases  afflicting  the  elderly,  there  is  much 
room  for  cooperation  between  NIA  and  the 
Administration  on  Aging,  which  is  expert  in 
educating  older  Americans  on  healthy  lifestyles 
through  its  aging  network.     NIA  and  AoA  have  an  on- 
going Memorandum  of  Understanding  (MOU)  that 
promotes  collaboration  efforts  in  health  promotion 
and  disease  prevention  for  the  elderly.  Past 
projects  conducted  under  this  MOU  include:  a 
workshop  to  develop  a  research  agenda  on  minority  • 
aging,  a  workshop  on  in-home  health  and  supportive 
services,  and  a  planning  workshop  on  the 
consequences  of  harmful  dietary  habits.     In  addition 
to  the  MOU,  NIA  and  AoA  have  already  completed  two 
workshops  conducted  under  an  FY  1991  Interagency 
Agreement  to  identify  and  address  the  health  needs 
of  the  elderly  Hispanic  population. 

MAMMOGRAPHY  PRACTICE 

Question.     Can  you  share  with  the  Committee 
what  you  are  doing  to  ensure  that  women  in  this 
country  receive  the  highest  quality  mammogram 
currently  possible  and  whether  you  have  plans  to 
strengthen  the  interim  rule? 

Answer.     The  Department  published  an  interim 
final  rule  on  December  31,   1990,   in  the  Federal 
Register,  to  implement  provisions  of  OBRA  1990  which 
provide  Medicare  coverage  of  screening  mammography. 
This  rule  contains  very  strict  standards  mandated  by 
the  law  which  we  consider  very  important  for 
ensuring  safety  and  quality.     Once  we  have  comments 
on  the  interim  final  rule,  we  will  determine  whether 
there  needs  to  be  further  clarification  of  the 
standards . 

FDA  REGULATION  OF  MAMMOGRAPHY  PRACTICE 

Question.     I'd  like  to  know  what  you  see  as 
FDA's  role  in  mammography.     Do  you  have  plans  to 
broaden  the  authority  of  the  FDA  to  collect  data  on 
the  type  and  model  of  equipment;  to  ensure  that  the 
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mammography  machines  in  use  are  of  sufficiently  high 
quality  to  detect  even  the  smallest  tumors;  or  to 
provide  states  assistance  in  inspecting  facilities 
to  ensure  that  quality  assurance  programs  are  in 
place? 

Answer.     The  FDA  has  a  long  and  successful 
history  in  working  with  the  States  and  professional 
organizations  to  assure  that  medical  devices, 
including  machines  used  for  mammography,  are  both 
properly  made  and  properly  used.     As  a  result  of 
this  cooperation,  the  practice  of  mammography  has 
improved  significantly  without  FDA  infringing  on  the 
States*  control  of  medical  practice.  Specifically, 
FDA  worked  extensively  with  the  American  College  of 
Radiology  to  develop  an  accreditation  program  for 
mammography  facilities.     Since  this  program  has  been 
implemented,   the  number  of  facilities  successfully 
meeting  accreditation  requirements  has  increased 
from  65%  to  87%.     FDA  has  also  added  a  mammography 
section  to  the  Radiological  Health  Science  File,  a 
teaching  aid  whose  films  form  the  basis  of  the 
American  Board  of  Radiology's  certification 
examination.     FDA  is  also  working  closely  with  CDC 
and  NTH  to  develop  the  National  Strategic  Plan  for 
the  Early  Detection  and  Control  of  Breast  and 
Cervical  Cancer.     Components  of  this  plan  include 
surveillance,  quality  assurance,  and  public  & 
professional  education. 

SURVEY  OF  AIDS  AND  HEALTH  RISK  PREVALENCE 

Question.     Can  you  please  explain  this  apparent 
inconsistency  and  tell  the  Committee  when  you  plan 
to  direct  the  NIH  to  proceed  with  this  effort? 

Answer.     Congress  has  provided  the  Department 
mixed  signals  concerning  the  conduct  of  this  study. 
While  the  Senate  has  encouraged  us  to  proceed,  the 
House  has  prohibited  us  from  moving  forward  without 
specific  approval.     At  this  juncture,  you  are 
correct  in  noting  that  NICHD  has  reserved  $3  million 
in  its  budget  request  for  work  on  this  project.  The 
FY  1992  funding  request  will  allow  us  to  more  fully 
develop  the  survey  vehicle,  train  interviewers,  and 
begin  the  preliminary  recruitment  and  sampling  of 
subjects.     The  total  cost  of  full  implementation  is 
estimated  to  be  $15  to  $18  million. 

-  >  SUBCOMMITTEE  RECESS 

Senator  Harkin.  Thank  you,  Mr.  Secretary.  The  subcommittee 
will  stand  in  recess  until  10  a.m.,  Thursday,  March  7,  when  we  will 
meet  in  SD-192  to  hear  from  the  Family  Support  Administration, 
Human  Development  Services,  and  the  inspector  general. 

[Whereupon,  at  4:02  p.m.,  Tuesday,  March  5,  the  subcommittee 
was  recessed,  to  reconvene  at  10  a.m.,  Thursday,  March  7.] 


DEPARTMENTS  OF  LABOR,  HEALTH  AND 
HUMAN  SERVICES,  AND  EDUCATION,  AND 
RELATED  AGENCIES  APPROPRIATIONS  FOR 
FISCAL  YEAR  1992 


THURSDAY,  MARCH  7,  1991 

U.S.  Senate, 

Subcommittee  of  the  Committee  on  Appropriations, 

Washington,  DC. 
The  subcommittee  met  at  10:02  a.m.,  in  room  SD-192,  Dirksen 
Senate  Office  Building,  Hon.  Tom  Harkin  (chairman)  presiding. 
Present:  Senators  Harkin,  Specter,  and  Gorton. 

DEPARTMENT  OF  HEALTH  AND  HUMAN  SERVICES  1 

Family  Support  Administration 

STATEMENT  OF  HON.  JO  ANNE  B.  BARNHART,  ASSISTANT  SECRETARY 

ACCOMPANIED  BY: 

NORM  THOMPSON,  DEPUTY  ASSOCIATE  ADMINISTRATOR,  OFFICE 

OF  FINANCIAL  MANAGEMENT 
DENNIS  P.  WILLIAMS,  DEPUTY  ASSISTANT  SECRETARY,  BUDGET, 

DEPARTMENT  OF  HEALTH  AND  HUMAN  SERVICES 

OPENING  REMARKS  OF  SENATOR  HARKIN 

Senator  Harkin.  The  Subcommittee  on  Labor,  Health  and 
Human  Services,  and  Related  Agencies  will  come  to  order. 

This  morning  we  will  hear  testimony  in  support  of  the  budget  re- 
quests for  the  Family  Support  Administration,  the  Office  of  Human 
Development  Services,  and  the  Office  of  Inspector  Greneral. 

We  will  begin  bv  considering  the  request  for  the  Family  Support 
Administration.  The  bulk  of  the  budget  here  is  for  entitlement  pro- 
grams, most  notably  aid  to  families  with  dependent  children  and 
child  support  enforcement.  In  total,  the  mandatory  funding  request 
for  1992  is  $12.8  billion  or  91  percent  of  the  agency's  total  request. 
Needless  to  say,  this  subcommittee's  focus  is  primarily  on  the  dis- 
cretionary programs  which  total  a  mere  $1,155  billion  or  9  percent 
of  the  fiscal  year  1992  request. 

For  the  last  decade,  the  President's  budget  requests  for  discre- 
tionary programs  under  this  jurisdiction  have  been  remarkably 
consistent:  freeze,  cut,  or  eliminate.  This  year's  request  fits  that 
pattern:  freeze  refugee  assistance,  cut  low-income  home  energy  as- 
sistance, and  eliminate  the  community  services  block  grant. 

The  only  program  where  you  have  been  successful  at  least  par- 
tially in  achieving  the  administration's  objectives  of  freeze,  cut,  or 
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eliminate  has  been  the  Low  Income  Home  Energy  Assistance  Pro- 
gram, although  during  the  2  years  that  I  have  chaired  this  sub- 
committee, this  slide  has  been  reversed.  One  notable  change  in  the 
request  is  to  eliminate  all  fiscal  year  1992  funding  for  the  State  le- 
galization impact  assistance  grants  rather  than  just  cutting  back, 
as  has  been  proposed  in  past  years. 

Only  the  entitlement  programs  of  AFDC  and  child  support  en- 
forcement are  growing.  In  fiscal  year  1992  these  programs  would 
grow  by  8.3  percent. 

The  discretionary  programs,  on  the  other  hand,  would  be  cut  by 
57  percent.  Child  care  block  grants,  an  important  new  discretionary 
program,  would  be  administered  this  year  by  the  Family  Support 
Administration.  Although  authorized  at  $825  million  in  1992,  the 
administration  has  chosen  to  freeze  funding  at  the  $731  million 
level  that  we  have  provided  last  year  for  the  first  year  of  imple- 
mentation. 

Ms.  Barnhart,  I  understand  you  have  been  working  diligently 
with  many  organizations  and  child  care  providers  in  the  field  to  get 
this  new  program  started  most  effectively.  You  are  to  be  com- 
mended for  these  promising  early  developments.  While  I  under- 
stand you  are  still  in  the  process  of  developing  regulations,  it  is  my 
hope  there  will  be  a  strong  emphasis  on  child  development  and 
quality  of  care  issues  for  all  of  the  child  care  programs  that  you  ad- 
minister. 

At  this  point,  I  will  turn  to  Senator  Specter  for  any  opening 
statement  he  would  like  to  make. 

OPENING  REMARKS  OF  SENATOR  SPECTER 

Senator  Specter.  Thank  you  very  much,  Mr.  Chairman.  I  just 
saw  Chairman  Harkin  at  the  Subcommittee  on  Defense  appropria- 
tions and  told  him  that  I  would  be  right  along.  I  wanted  to  come 
and  join  the  chairman  in  welcoming  the  witnesses  here  today  as  we 
proceed  with  our  subcommittee  hearings. 

I  have  to  go  now  to  a  Judiciary  Executive  Committee  meeting, 
where  we  have  a  loaded  agenda.  I  will  do  my  very  best  to  rejoin 
you  if  I  can  later  this  morning. 

Thank  you,  Mr.  Chairman. 

INTRODUCTION  OF  ASSOCIATES 

Senator  Harkin.  We  appreciate  that.  Thank  you  very  much.  Sen- 
ator Specter. 

Ms.  Barnhart,  again  welcome  back  to  the  subcommittee.  You 
might  for  the  record  introduce  your  associates  who  are  here  and, 
again,  please  proceed  as  you  so  desire  with  your  statement. 

Ms.  Barnhart.  Thank  you,  Mr.  Chairman.  I  am  joined  today  by 
Norm  Thompson,  who  is  the  Deputy  Director  of  our  Office  of  Finan- 
cial Management,  and  by  Dennis  Williams,  who  is  Deputy  Assist- 
ant Secretary  for  Budget  with  the  Department. 

Mr.  Chairman,  I  am  very  pleased  to  be  here  and  have  this  oppor- 
timity  to  speak  with  you  and  members  of  the  committee.  I  am 
pleased  to  have  this  opportunity  to  present  the  President's  budget 
request  for  the  Family  Support  Administration  for  fiscal  year  1992. 
The  Family  Support  Administration  as  a  part  of  the  Department 
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of  HHS  is  responsible  for  programs  that  help  some  of  the  most  vul- 
nerable people  in  our  society. 

For  example,  we  help  needy  families  with  a  single  parent  or  an 
unemployed  parent  who  require  public  assistance  to  support  their 
children;  low-income  families  who  need  help  with  the  cost  of  child 
care  in  order  to  work;  and  single  parents  who  are  unable  to  make 
ends  meet  without  financial  support  from  the  noncustodial  parent. 

We  also  help  refugees  to  our  shores  who  need  a  helping  hand  to 
start  a  new  life  here;  U.S.  citizens  and  their  dependents  who  have 
come  home  from  abroad  as  a  result  of  war,  or  the  threat  of  war, 
and  are  temporarily  without  money;  and,  finally,  low-income  fami- 
lies who  need  help  to  pay  their  heating  bills. 

Funds  appropriated  by  Congress  for  the  Family  Support  Admin- 
istration allow  State  and  local  governments  and  other  organiza- 
tions to  carry  out  a  variety  of  programs  to  help  these  vulnerable 
people. 

BUDGET  REQUESTS 

The  President's  request  for  the  Family  Support  Administration 
totals  $18.4  billion  in  budget  authority.  Let  me  briefly  summarize 
the  programs  that  are  covered  by  that  request. 

We  are  asking  for  $15.2  billion  for  family  support  payments  to 
States.  This  account  funds  several  major  entitlement  programs,  as 
you  mentioned,  Mr.  Chairman.  The  largest  of  these  is  aid  to  fami- 
lies with  dependent  children,  or  AFDC,  which  provides  cash  assist- 
ance to  low-income  families  who  are  not  yet  self- sufficient.  We  esti- 
mate needing  $12.3  billion  for  this  program. 

We  estimate  we  will  need  $3.2  billion  to  provide  funds  for  State 
and  local  administration  of  both  the  AFDC  and  the  Child  Support 
Enforcement  Program  and  for  child  support  enforcement  incentive 
payments  to  States. 

The  Child  Support  Enforcement  Program  helps  establish  and  en- 
force support  orders,  providing  essential  financial  assistance  to  cus- 
todial parents.  We  estimate  that  we  will  collect  over  $1  billion  in 
child  support  payments  on  behalf  of  AFDC  recipients  that  will  help 
to  offset  Federal  moneys  that  are  spent  on  AFDC  payments. 

We  estimate  that  we  will  spend  $1  million  in  fiscal  year  1992  to 

rovide  repatriation  for  American  citizens  and  dependents  who 

ave  returned  from  foreign  countries  as  a  result  of  illness,  des- 
titution, or  war  crises. 

Funding  for  several  child  care  assistance  programs  are  included 
in  this  account  as  well.  We  estimate  we  will  need  $433  million  in 
fiscal  year  1992  for  child  care  for  current  AFDC  recipients  who  are 
participating  in  the  JOBS  Program  and  for  former  recipients  who 
nave  left  AFDC  because  of  employment  or  increased  earnings  and 
need  transitional  help  with  child  care  expenses. 

In  addition,  we  estimate  a  requirement  of  $300  million  to  fund 
child  care  for  families  at  risk  of  becoming  AFDC  recipients  unless 
they  can  obtain  help  to  meet  child  care  expenses. 

We  are  requesting  close  to  $745  million  for  the  child  care  and  de- 
velopment block  grants  and  the  child  care  licensing  improvement 
grant  programs.  These  grants  to  States  are  to  help  low-income 
working  families  pay  for  child  care  and  related  services,  to  improve 
the  availability  and  quality  of  child  care,  to  improve  child  care  reg- 
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istration  and  licensing  procedures,  and  to  train  child  care  provid-^ 
ers.  This  is  a  new  account  for  FSA  brought  about  by  OBRA  90,  and 
it  complements  the  other  FSA-administered  child  care  programs 
funded  under  the  Family  Support  payments  to  States  accounts. 

We  are  requesting  $1  billion  for  the  JOBS  Program.  This  is  the 
Job  Opportunities  and  Basic  Skills  Training  Program.  The  Family 
Support  Act  of  1988  created  the  JOBS  Program  to  help  people 
move  from  welfare  dependency  to  self-sufficiency.  JOBS  provides 
needy  families  with  a  vast  array  of  education,  training,  employ- 
ment, and  supportive  services  to  avoid  long-term  dependence  on 
welfare.  JOBS  represents  a  refreshing  change  in  the  way  we  view 
welfare  by  providing  temporary  cash  assistance  while  we  help  peo- 
ple become  self-sufficient  for  the  long  term. 

Fiscal  years  1991  and  1992  are  critical  years  for  implementation 
of  the  JOBS  Program.  All  States  have  initiated  JOBS  programs  as 
of  October  1,  1990,  I  am  pleased  to  report,  and  by  October  1,  1992, 
statewide  coverage  of  those  programs  is  required  in  most  cases. 

We  are  requesting  just  over  $1  billion  for  the  Low  Income  Home 
Energy  Assistance  Program,  or  LIHEAP,  in  order  to  continue  our  I 
commitment  to  helping  States  assist  low-income  families  with  high; 
heating  or  cooling  bills.  We  request  that  you  continue  at  a  level  of  j 
$100  million  the  contingency  ftind  that  Congress  established  last! 
year.  This  energy  contingency  fund  would  be  available  if  heating  oil 
prices  dramatically  increase. 

We  are  requesting  $410.6  million  for  the  Refugee  and  Entrant 
Assistance  Program,  which  helps  refugees  and  Cuban  and  Haitian! 
entrants  become  employed  as  quickly  as  possible  and  during  their 
initial  period  in  the  United  States  helps  to  offset  costs  that  would! 
otherwise  be  borne  by  State  and  local  governments. 

We  are  requesting  $10.8  million  for  the  National  Youth  Sports! 
Program  under  the  community  services  authorization.  This  pro- 
gram motivates  economically  disadvantaged  youth  to  earn  and 
learn  self-respect  through  a  program  of  sports  instruction  and  re- 
lated services. 

We  are  requesting  that  funds  for  the  Interim  Assistance  to 
States  for  Legalization  Grant  Program,  which  Congress  deferred 
until  fiscal  year  1992,  be  rescinded.  By  the  end  of  fiscal  year  1991, 
$2.4  billion  will  have  been  made  available  to  States  for  this  pro- 
gram. To  date.  States  have  drawn  down  only  one-half  of  that 
amount.  The  remaining  $1.2  billion  available  to  States  from  cur- 
rent and  prior  years'  appropriations  is  sufficient  to  fulfill  the  pur- 
pose for  this  program. 

Finally,  we  are  requesting  $87.5  million  for  the  program  admin- 
istration appropriation.  This  includes  $6.5  million  for  research  and 
evaluation  and  $81  million  for  salaries  and  administrative  ex- 
penses of  Federal  staff  who  oversee  the  many  programs  for  which 
we  are  responsible. 

The  1992  request  for  this  appropriation  includes  an  increase  of 
$3.8  million  and  17  FTE's  above  the  1991  level.  Mr.  Chairman,  I 
sincerely  believe  that  this  modest  increase  is  necessary  if  we  are 
to  wisely  manage  the  additional  program  responsibilities  that  FSA 
has  been  given  in  the  last  few  years. 

Mr.  Chairman  and  members  of  the  committee,  in  proposing  this 
budget  we  have  attempted  to  target  those  programs  that  wilT  con- 
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tribute  most  directly  to  promoting  the  goal  of  self-sufficiency  for 
American  families.  The  Family  Support  Administration  is  working 
hard  to  insure  that  we  responsibly  use  this  funding  to  support  and 
assist  America's  most  vulnerable  families.  We  want  the  JOBS  and 
child  care  programs  to  fulfill  your  expectations  for  reducing  welfare 
dependency,  and  we  believe  tnat  they  can. 

We  are  working  to  be  good  stewards  of  grant  money  that  you 
have  made  available.  Your  approval  of  the  President's  requested 


That  concludes  my  formal  statement,  Mr.  Chairman,  and  I  would 
be  pleased  to  try  to  answer  any  questions  you  or  other  members 
of  the  committee  might  have  at  this  time. 

[The  statement  follows:] 


Mr.  Chairman  and  Members  of  the  Committee:  Thank  you  for  the  opportunity  to 
speak  with  you  today.  I  am  pleased  to  be  here  to  present  the  President's  budget  re- 
quest for  the  Family  Support  Administration  for  fiscal  year  1992.  The  Family  Sup- 
port Administration,  as  a  part  of  the  Department  of  Health  and  Human  Services 
is  responsible  for  programs  that  help  some  of  the  most  vulnerable  people  in  our  soci- 
ety. For  example:  needy  families  with  a  single  parent  or  an  unemployed  parent,  who 
require  public  assistance  to  support  their  children;  low-income  families  who  need 
help  witn  the  cost  of  child  care  in  order  to  work;  single  parents  who  are  unable  to 
make  ends  meet  without  financial  support  from  the  non-custodial  parent;  refugees 
to  our  shores  who  need  a  helping  hand  to  start  a  new  life  here;  U.S.  citizens  and 
their  dependents  who  have  to  come  home  from  abroad  as  a  result  of  war,  or  the 
threat  oi  war,  and  are  temporarily  without  money;  and,  low  income  families  who 
need  help  to  pay  their  heating  bills. 

Funds  appropriated  by  Congress  to  the  Family  Support  Administration  allow 
State  governments,  local  governments,  and  other  organizations  to  carry  out  a  vari- 
ety of  programs  to  nelp  these  vulnerable  people. 

The  President's  request  for  the  Family  Support  Administration  totals  $18.4  billion 
in  budget  authority.  Let  me  briefly  summarize  the  programs  covered  by  that  re- 
quest: 

We  are  asking  for  $15.2  billion  for  Family  Support  Payments  to  States:  This  ac- 
count funds  several  major  entitlement  programs.  The  largest  of  these  is  Aid  to  Fam- 
ilies with  Dependent  Children  or  AFDC  which  provides  cash  assistance  to  low-in- 
come families  who  are  not  yet  self-sufiicient.  We  estimate  needing  $12.3  billion  for 
this  program. 

We  estimate  that  we  will  need  $3.2  billion  to  provide  funds  for  State  and  local 
administration  of  both  the  AFDC  and  Child  Support  Enforcement  (CSE)  programs 
and  for  child  support  enforcement  incentive  payments  to  States.  The  Child  Support 
Enforcement  program  helps  establish  and  enforce  support  orders,  providing  essen- 
tial financial  assistance  to  custodial  parents.  We  estimate  that  we  will  collect  over 
$1  billion  in  child  support  payments  on  behalf  of  AFDC  recipients  that  will  help  to 
oflset  federal  moneys  spent  on  AFDC  payments. 

We  estimate  that  we  will  spend  $1  million  in  fiscal  year  1992  to  provide  repatri- 
ation for  American  citizens  and  dependents  who  have  returned  from  foreign  coun- 
tries as  a  result  of  illness,  destitution  or  war  crises. 

Funding  for  several  child  care  assistance  programs  are  included  in  this  account 
as  well.  We  estimate  that  we  will  need  $433  million  in  fiscal  year  1992  for  child 
care  for  current  AFDC  recipients  who  are  participating  in  the  Job  Opportunities  and 
Basic  Skills  or  JOBS  program  and  for  former  recipients  who  have  left  AFDC  be- 
cause of  employment  or  increased  earnings  and  need  transitional  help  with  child 
care  expenses. 

In  addition,  we  estimate  a  requirement  of  $300  million  to  fiind  child  care  for  fami- 
lies at  risk  of  becoming  AFDC  recipients  unless  they  can  obtain  help  to  meet  child 
care  expenses. 

We  are  requesting  close  to  $745  million  for  the  Child  Care  and  Development  Block 
Grant  and  Child  Care  Licensing  Improvement  Grant  Programs:  These  grants  to 
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States  are  to  help  low-income  working  families  pay  for  child  care  and  related  serv- 
ices, to  improve  tne  availability  and  quality  of  child  care,  to  improve  child  care  reg- 
istration and  licensing  procedures,  and  to  train  child  care  providers.  This  is  a  new 
account  for  FSA  brought  about  by  OBRA  90  and  it  complements  the  other  FSA  ad- 
ministered Child  Care  programs  funded  under  the  Family  Support  Payments  to 
States  account. 

We  are  requesting  $1  billion  for  the  Job  Opportunities  and  Basic  Skills  Training 
program  (JOBS).  The  Family  Support  Act  of  1988  created  the  JOBS  program  to  help 
people  move  from  welfare  dependency  to  self-sufficiency.  JOBS  provides  needy  fami- 
lies with  a  vast  array  of  education,  training,  employment,  and  supportive  services 
to  avoid  long-term  dependence  on  welfare.  JOBS  represents  a  refreshing  change  in 
the  way  we  view  welfare  by  providing  temporary  cash  assistance  while  we  help  peo- 
ple become  self-sufficient.  Fiscal  years  1991  and  1992  are  critical  years  for  imple- 
mentation of  the  JOBS  program.  All  States  have  initiated  JOBS  programs  as  of  Oc- 
tober 1,  1990.  By  October  1,  1992  Statewide  coverage  of  those  programs  is  required 
in  most  cases. 

We  are  requesting  iust  over  $1  billion  for  the  Low  Income  Home  Energy  Assist- 
ance Program  (LIHEAP)  in  order  to  continue  our  commitment  to  helping  States  as- 
sist low-income  families  with  high  heating  or  cooling  bills.  We  request  that  you  con- 
tinue, at  a  level  of  $100  million,  the  contingency  fund  Congress  established  last 
year.  This  energy  contingency  fund  would  be  available  if  heating  oil  prices  dramati- 
cally increase. 

We  are  requesting  $410.6  million  for  the  Refugee  and  Entrant  Assistance  program 
which  helps  refugees  and  Cuban  and  Haitian  entrants  become  employed  as  quickly 
as  possible  and,  during  their  initial  period  in  the  United  States,  helps  to  offset  costs 
that  would  otherwise  be  borne  by  State  and  local  governments. 

W^e  are  reqpiesting  $10.8  million  for  the  National  Youth  Sports  Program  under  the 
Community  Services  authorization.  This  program  motivates  economically  dis- 
advantaged youth  to  earn  and  learn  self  respect  through  a  program  of  sports  in- 
struction and  related  services. 

We  are  requesting  that  funds  for  the  Interim  Assistance  to  States  for  Legalization 
grant  program  which  Congress  deferred  until  fiscal  year  1992  be  rescinded.  By  the 
end  of  fiscal  year  1991  $2.4  billion  will  have  been  made  available  to  States  for  this 
program.  To  date.  States  have  drawn  down  only  half  that  amount.  The  remaining 
$1.2  billion  available  to  States  from  current  and  prior  years'  appropriations  is  suffi- 
cient to  fulfill  the  purpose  for  this  program. 

Finally,  we  are  requesting  $87.5  imllion  for  the  Program  Administration  appro- 
priation. This  includes  $6.5  million  for  research  and  evaluation  and  $81  million  for 
salaries  and  administrative  expenses  of  Federal  staff  who  oversee  the  many  pro- 
grams we  are  responsible  for.  The  1992  request  for  this  appropriation  includes  an 
increase  of  $3,877,000  and  17  PTE's  above  the  1991  level.  I  sincerely  believe  that 
this  modest  increase  is  necessary  if  we  are  to  wisely  manage  the  additional  program 
responsibilities  that  FSA  has  been  given  in  the  last  few  years. 

Mr.  Chairman  and  Members  of  the  Committee,  in  proposing  this  budget  we  have 
attempted  to  target  those  programs  that  will  contribute  most  directly  to  promoting 
the  goal  of  self-sufficiency  for  American  families.  The  Family  Support  Administra- 
tion is  working  hard  to  ensure  that  we  responsibly  use  this  fiinding  to  support  and 
assist  America's  most  vulnerable  families.  We  want  the  JOBS  and  child  care  pro- 
grams to  fulfill  your  expectations  for  reducing  welfare  dependency,  and  we  believe 
that  they  can.  And,  we  are  working  to  be  good  stewards  of  grant  money  that  you 
have  made  available.  Your  approval  of  the  President's  requested  fiinding  levels  for 
our  programs  and  our  administrative  expenses  will  provide  resources  to  accomplish 
these  goals. 


Biographical  Sketch  of  Jo  Anne  B.  Barnhart 

Jo  Anne  B.  Bamhart  was  sworn  in  April  9,  1990,  as  assistant  secretary  for  family 
support.  Department  of  Health  and  Human  Services,  after  having  been  nominated 
by  President  Bush  and  confirmed  by  the  United  States  Senate. 

As  assistant  secretary  for  family  support,  Bamhart  directs  programs  which 
strengthen  the  family,  particularly  low-income  families.  Major  programs  adminis- 
tered include  Aid  to  Families  with  Dependent  Children  (AFDC),  this  country's  larg- 
est cash  assistance  program  serving  needy  families  with  children,  and  the  Job  Op- 

f)ortunities  and  Basic  Skills  Training  (JOBS)  program  which  provides  AFDC  fami- 
ies  with  the  opportunity  to  participate  in  education,  job  training  and  work  experi- 
ence programs.  The  Child  Support  Enforcement  program,  the  Refugee  and  Entrant 
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Assistance,  the  Community  Services  Block  Grant  and  the  Low  Income  Home  Energy 
Assistance  (LIHEAP)programs  are  administered  by  Bamhart  as  well. 

Barnhart  came  to  FSA  after  serving  as  the  Republican  staff  director  for  the  Sen- 
ate Governmental  Affairs  Committee.  In  1986  she  worked  as  a  consultant  at  the 
White  House  on  the  President's  welfare  reform  study. 

From  1983-1986,  Bamhart  served  as  the  associate  commissioner  for  family  assist- 
ance in  the  Social  Security  Administration,  HHS.  During  this  period  she  adminis- 
tered the  AFDC  and  LIHEAP  programs.  She  previously  served  from  1981-1983  as 
the  deputy  associate  commissioner  for  family  assistance.  She  received  the  HHS  Sec- 
retary's Award  for  Distinguished  Service  and  the  Commissioner's  Citation. 

From  1977  to  1981,  Bamhart  served  as  a  legislative  assistant  responsible  for  do- 
mestic policy  issues  for  Senator  William  V.  Roth. 

Before  coming  to  Washington,  D.C.,  she  worked  as  director,  SERVE  nutrition  pro- 

S'am  at  Wilmington,  Del.,  senior  center,  and  as  legislative  liaison  for  the  Mental 
ealth  Association  of  Delaware. 

Bom  in  Memphis,  Tenn.,  Bamhart  is  a  graduate  of  the  University  of  Delaware. 
She  resides  in  ^lington,  Va.,  with  her  husband  David  and  their  son,  Niles. 

REGULATIONS  ON  CHILD  CARE  PROGRAMS 

Senator  Harkin.  Thank  you  very  much,  Ms.  Barnhart,  for  your 
statement.  I  have  a  few  questions  I  would  like  to  cover  here  with 
you,  and  then  we  will  have  some  more  for  the  record. 

You  know  that  we  consider  the  job  you  have  of  implementing  the 
new  child  care  programs  to  be  very  important.  It  is  something  that 
Congress  debated  at  length,  and  everybody  is  very  interested  in 
this.  We  got  it  going  this  year.  As  you  know,  we  appropriated  funds 
for  it.  We  have  the  window  of  time  beginning  on  September  19  for 
the  obligations. 

Where  are  you  now  in  developing  the  regulations  on  this?  Will 
they  be  finalized  in  plenty  of  time  to  get  the  program  underway  on 
September  19?  Can  you  get  the  funds  out  by  that  time? 

Ms.  Barnhart.  Mr.  Chairman,  we  consider  it  an  important  new 
responsibility,  too,  and  we  are  absolutely  committed  to  getting  this 
program  up  and  running  in  the  timeframe  that  Congress  has  laid 
out  for  us.  We  are  working  very  hard  right  now  on  regulations,  and 
we  hope  to  have  regulations  published  by  midspring  to  provide 
guidance  to  the  States. 

In  the  meantime,  we  are  working  on  an  interim  guidance  that 
would  provide  some  information  to  States  that  we  hope  to  get  out 
prior  to  that  date.  We  are  sensitive  to  the  fact  that  State  plans 
have  to  be  submitted  prior  to  the  September  9  deadline.  Believe 
me,  we  have  looked  ahead  at  that  timeframe  and  worked  backward 
in  terms  of  the  dates  toward  which  we  are  working  to  get  regula- 
tion guidance  out  to  the  States. 

I  would  mention,  Mr.  Chairman,  that  at  the  same  time  we  were 
given  responsibility  for  the  new  child  care  and  development  block 
grant,  we  also  were  given  responsibility  for  the  At-Risk  Child  Care 
Program,  and  we  were  able  to  issue  guidance  on  that  program  in 
late  December.  We  are  hoping  to  follow  in  the  not-too-distant  fu- 
ture with  guidance  on  that  block  grant  as  well. 

Senator  Harkin.  So  we  can  be  assured  that  these  regulations 
will  be  coming  out,  that  the  States  will  have  plenty  of  time  to  apply 
and  have  the  approvals  completed  before  September  19? 

Ms.  Barnhart.  That  is  absolutely  our  intent,  Mr.  Chairman,  yes. 
We  are  particularly  sensitive  to  it  because  the  State  plan  is  in  ef- 
fect for  the  first  3  years,  and  so  we  are  working  very  hard. 
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Senator  Harkin.  May  I  ask  you  kind  of  a  policy  question  about 
these  regulations?  Can  you  tell  us  how  much  emphasis  you  will  be 
putting  on  child  development  and  quality  of  care  in  the  bill? 

Ms.  Barnhart.  Right  now,  Mr.  Chairman,  we  are  in  the  process 
of  identifying  the  areas  in  the  statute  that  we  believe  are  in  need 
of  specific  regulation.  It  is  impossible  for  me  to  give  you  a  definite 
idea  of  all  the  things  that  we  are  considering  because  there  are 
many  options  on  the  table. 

One  of  the  things  that  we  have  done,  frankly,  as  you  mentioned, 
is  to  begin  to  meet  with  many  of  the  child  care  advocacy  groups 
and  other  special  interest  groups  who  were  involved  in  the  passage 
of  this  legislation  to  insure  that  we  are  getting  the  full  range  of 
opinions  on  the  legislation  in  terms  of  both  parental  choice  and  the 
development  aspects  of  the  legislation. 

I  can  assure  you  that  we  are  proceeding  with  an  open  mind  and 
trying  to  identify  the  areas  that  we  believe  are  in  need  of  clarifica- 
tion. 

PREVENTION  FIRST  IN  CHILD  CARE 

Senator  Harkin.  Speaking  for  myself,  we  will  be  looking  at  those 
very  closely. 

Last  week  I,  along  with  several  other  Senators,  introduced  a 
package  of  bills  that  we  call  prevention  first.  We  are  really  going 
to  start  focusing  on  prevention,  and  I  intend  to  use  this  sub- 
committee and  the  jurisdiction  of  this  subcommittee  plus  my  posi- 
tion on  the  authorizing  committee  to  do  everything  I  can  to  start 
shifting  that  focus,  not  just  rhetorically  but  also  with  money,  on 
prevention. 

I  made  the  statement  many  times  to  other  witnesses  who  have 
been  here  that  we  are  very  good  at  patching  and  filling  and  rem- 
edying. We  are  remedial  this  and  remedial  that,  but  if  we  start 
early  on  in  life  with  these  children  we  do  not  have  to  worry  so 
much  about  all  the  remedies. 

In  one  part  of  the  child  care  bill  that  we  passed  here,  everyone 
focused  on  child  care  and  creating  a  healthy  environment  for  a 
child  whose  parent  or  parents  are  working  outside  of  the  home  so 
that  child  is  safe  and  protected,  that  type  of  thing,  in  a  quality  care 
placement,  wherever  it  might  be  and,  of  course,  with  parental 
choice  as  to  where  they  want  to  put  their  child.  I  do  not  think 
enough  focus  has  been  put  on  the  developmental  aspects  of  that 
child  once  it  is  in  a  child  care  situation. 

We  are  looking  for  ways  to  focus  on  education,  how  to  begin  with 
early  childhood;  of  course,  health  care,  making  sure  that  all  of 
these  kids  have  preventive  health  care  available  to  them  at  the 
earliest  possible  time,  inoculations,  immunizations,  that  type  of 
thing;  and  periodic  health  checkups,  to  make  this  an  integral  part 
of  the  whole  child  care  bill.  We  should  not  just  look  at  quality  of 
care,  that  is,  having  it  in  a  safe  place  with  parental  choice.  I  want 
another  part  to  this;  that  is,  the  development  of  the  child 
healthwise  and  education  wise. 
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FOCUS  ON  CHILD  DEVELOPMENT 

So  that  is  why  I  asked  that  question  about  your  poHcy  on  the 
regulations.  Will  they  have  a  focus  on  child  development? 

Ms.  Barnhart.  I  know  that  you  are  probably  more  familiar  with 
the  statute  than  I,  Mr.  Chairman,  but  I  would  just  like  to  point  out 
the  things  that  I  think  would  be  responsive  to  your  particular  con- 
cerns. Certainly  we  are  going  to  be  guided  by  the  statute;  that  is, 
there  is  a  requirement  that  25  percent  of  the  funds  that  are  avail- 
able under  the  block  grant  be  reserved  specifically  for  improving 
quality  and,  I  believe,  after-school  programs,  before-  and  after- 
school  programs  for  children. 

In  addition  to  that,  there  are  requirements  that  States  have  to 
have  minimum  health  and  safety  standards. 

That  does  not  get  at  the  education  aspect  that  you  just  men- 
tioned. I  recognize  that,  Mr.  Chairman.  I  was  just  trying  to 
recall  

Senator  Harkin.  And  the  minimum  standard  is  not  what  we  are 
talking  about,  either.  That  is  obviously  in  the  legislation.  I  am  talk- 
ing about  something  beyond  the  minimum  standards,  outreach  pro- 
grams or  actually  health  promotion  programs  that  might  involve 
not  only  the  child  itself  but  the  child's  parents,  too. 

Ms.  Barnhart.  As  you  know,  under  the  block  grants  States 
would  have  a  tremendous  amoimt  of  flexibility,  too,  in  terms  of 
pursuing  different  kinds  of  activities  like  that  and  making  funding 
determinations  about  how  they  would  like  to  use  that  25  percent 
in  terms  of  improving  quality.  I  think  clearly  the  things  that  you 
have  talked  about  would  fall  under  the  general  idea  of  improving 
the  quality  of  child  care. 

I  would  say  to  you,  too,  Mr.  Chairman,  not  just  as  the  individual 
who  is  charged  with  responsibility  for  the  child  care  programs  and 
the  other  programs  that  I  administer  for  helping  families,  that  I 
am  also  the  mother  of  a  2-year-old  and  appreciate  very  dramati- 
cally the  parental  concerns  that  people  have  about  placing  their 
children  in  someone  else's  care  when  they  are  at  work. 

Senator  Harkin.  I  repeat  for  emphasis'  sake  that  you  will  be 
hearing  from  me  and  in  turn  from  the  subcommittee. 

I  think  quality  of  care  has  to  do  with  environment,  safety,  the 
individuals  taking  care  of  the  child,  how  many  are  in  a  place — ^you 
cannot  pack  50  kids  in  a  room — all  those  kinds  of  things  that  lend 
themselves  to  quality  of  care.  I  am  talking  about  another  aspect  of 
that,  and  that  is  the  development  of  the  child  and  the  preventive 
health  and  educational  aspects  that  impact  a  child  in  a  child  care 
situation. 

You  are  right,  the  States  do  have  discretion;  but  again,  these  are 
Federal  moneys  that  are  funding  this,  and  I  think  we  have  an  obli- 
gation to  set  the  agenda  or  to  at  least  tell  the  States  and  others 
what  we  intend  to  do  with  this  money.  I  am  saying  that  one  of  the 
aspects  that  we  want  to  push  is  health  care,  preventive  health 
care,  and  education. 

Ms.  Barnhart.  I  do  know  that  health  promotion  for  young  chil- 
dren is  a  priority  of  Secretary  Sullivan,  so  one  of  the  things  we 
could  look  at  doing  is  coordinating  with  the  Public  Health  Service 
in  carrying  out  that  legislation. 
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In  addition,  I  would  mention  that  just  generally  in  addressing 
developmental  concerns  that  you  have,  we  are  working  closely  witt« 
Head  Start.  I  know  Assistant  Secretary  Mary  Gall  is  going  to  b( 
appearing  before  you  at  the  completion  of  my  testimony.  We  ar( 
working  through  the  JOBS  Program  to  try  to  provide  wraparounc 
child  care  tied  in  with  the  Head  Start  Program  for  mothers  whc 
are  participating  in  the  JOBS  Program.  i 

So  one  of  the  things  that  we  are  trying  to  do,  Mr.  Chairman,  ij' 
to  link  where  we  can  to  take  advantage  of  the  existing  programs^ 
that  are  there  to  promote  good  care  for  children  as  well. 

STATE  LEGALIZATION  IMPACT  ASSISTANCE  GRANTS  I 

Senator  Harkin.  Let  me  move  to  another  topic,  one  of  our  favor- 
ites, SLIAG,  as  it  is  known.  You  are  proposing  total  elimination  oi 
the  $1.1  billion  that  is  left.  Part  of  the  rationale,  I  understand,  is^ 
that  States  have  not  drawn  down  over  $1  billion  of  funds  that  w€^ 
granted  before.  In  addition,  the  $271  million  appropriated  in  fiscal 
year  1991  will  soon  be  granted  to  the  States,  raising  the  total  avail- 
ability to  about  $1.3  billion.  ' 

Will  this  unspent  money  be  enough  to  pay  all  of  the  legitimate 
billings  expected  to  be  submitted  by  the  States  in  fiscal  year  1992^, 

Ms.  Barnhart.  Mr.  Chairman,  we  believe  that  it  will  be  suffi-' 
cient  to  cover  most  of  the  expenses.  The  latest  estimates  that  we, 
have  indicate  that  States  will  probably  submit  allowable  billings^ 
for  somewhere  around  $770  million.  I  can  provide  precise  figures 
for  the  record. 

Looking  at  the  $1.2  or  $1.3  billion  that  will  be  available  to  them, 
that  would  leave  about  $600  million  available  for  fiscal  year  1992. 
We  think  that  should  be  sufficient  to  cover  most  of  the  costs. 

I  would  point  out  a  couple  of  things  that  I  think  are  important]' 
Mr.  Chairman,  in  considering  our  rescission  request  for  SLIAG.  As 
you  probably  know  better  than  I,  when  the  program  was  first  start-; 
ed,  I  was  not  here,  but  we  in  the  executive  branch,  along  with  thd 
Congress  and  the  States,  were  in  the  position  of  trying  to  do  the 
best  guessing  we  could  do,  in  terms  of  what  was  going  to  be  need- 
ed, to  reimburse  States  for  the  costs  that  were  incurred  as  a  result? 
of  increased  demands  from  the  SLIAG  population. 

In  fact,  over  time  what  we  have  seen  is  that  we  really  overesti-^ 
mated,  and  the  States  overestimated  as  well,  first  of  all,  the  usage|' 
rate  of  the  eligible  legalized  aliens  in  terms  of  public  assistance 
programs  at  the  State  and  local  level,  as  well  as  programs  that  are 
federally  matched.  We  are  just  not  seeing  the  demand  that  we^ 
thought  we  were  going  to  see.  State  drawdowns  have  been  slower 
than  anticipated. 

I  think  at  this  point  in  time  it  is  particularly  important  to  realize 
that  most  of  the  SLIAG  eligibles  have  been  in  the  country  for  over 
10  years,  and  it  is  a  working  population.  That  is  clearly  something 
we  have  seen.  They  found  jobs.  Many  of  them  were  working  when! 
the  legislation  came  into  effect,  as  you  know.  That  was,  in  largei! 
measure,  part  of  the  purpose  of  the  legislation,  to  recognize  thati 
fact  and  allow  that  to  continue.  They  had  developed  language  skills^ 
to  some  extent  and  were  able  to  work  toward  permanent  residencyc 
and  move  into  employment.  So  it  is  a  working,  contributing  popu- 
lation, not  a  long-term  dependent  population.  i 
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i  I  think  all  these  factors  are  important  in  looking  at  the  big  pic- 
mwre  and  considering  our  request  for  a  rescission. 

k  CAN  THE  SLIAG  BILLS  BE  COVERED? 

:    Senator  Harkin.  Ms.  Barnhart,  the  staff  and  I  were  just  discuss- 
ing SLIAG.  As  you  know,  it  always  comes  as  a  problem  with  those 

J  individuals  in  whose  States  it  has  the  biggest  impact,  and  I  have 

'  to  be  clear  on  whether  or  not  this  will,  indeed,  in  your  estimation 

{ I  cover  the  bills  that  will  be  coming  in  in  1992. 

Again,  I  ask  you,  do  you  believe  that  the  imspent  money  that  we 
have  available  plus  what  we  appropriated  in  1991  will  be  enough 

i  to  pay  the  bills  that  will  come  in  in  1992? 

['    Mr.  Williams,  do  you  have  any  thoughts  on  that? 

j    Mr.  Williams.  Nothing  more  than  Ms.  Barnhart  already  indi- 

h  cated  to  you.  I  thought  I  heard  her  say  that  that  was  sufficient. 

f.    Senator  Harkin.  I  heard  her  say  it  might  cover  most  bills. 

!^|    Ms.  Barnhart.  Most,  Mr.  Chairman. 

'  Senator  Harkin.  What  does  that  mean?  Does  it  mean  51  percent, 
^  71  percent,  91  percent,  99  percent,  or  100  percent? 
I  Ms.  Barnhart.  Mr.  Chairman,  it  is  impossible  for  me  to  give  you 
an  absolute  assurance  that  it  would  cover  all  the  bills  because  we 
]  really  do  not  know  now  what  States  would  claim  in  fiscal  year 
I  1992.  Based  on  our  best  estimate,  however,  we  think  it  would  cover 
;  somewhere  between  65  and  70  percent  of  the  bills  that  States 
'  would  submit. 

Senator  Harkin.  What  would  you  do  with  the  shortfall? 
Ms.  Barnhart.  I  think  that  many  of  the  programs  that  the 
SLIAG  individuals  participate  in  at  tne  State  and  local  level  they 
would  have  been  able  to  participate  in  and  receive  benefits  from  re- 
gardless of  the  passage  of  the  Immigration  Reform  and  Control  Act, 
'  because  most  State  and  local  programs  do  not  check  citizenship,  do 
\  not  have  residency  requirements.  So  they  would  have  been  entitled 
;  to  receive  the  benefits  under  those  programs  with  or  without  the 
^  passage  of  the  legislation.  I  think  that  is  important  in  taking  into 
j  consideration  the  request  for  fiscal  year  1992. 

I  just  received  a  note  from  staff.  I  stand  corrected.  I  was  correct 
in  saying  it  was  65  to  70  percent  for  the  life  of  the  program  in 
J  terms  of  reimbursement;  90  percent  is  the  estimate  for  fiscal  year 
]  1992.  That  is  a  huge  difference. 

1    Senator  Harkin.  That  sure  makes  me  feel  a  lot  better. 

I    Ms.  Barnhart.  It  makes  me  feel  better,  too,  Mr.  Chairman. 

!  [Laughter.] 

LIHEAP  CONTINGENCY  FUND 

Senator  Harkin.  Ninety  percent  is  much  better. 
I  I  have  one  more  question,  and  then  I  will  turn  to  Senator  Gorton. 
I  It  has  to  do  with  LIHEAP.  We  created  this  new  contingency  fund 
j  last  year  of  $200  million,  and  it  came  through  with  $195  milhon 
out  of  conference.  Fimds  were  recently  distributed  since  that  trig- 
!  ger  level  was  reached,  which  is  20  percent.  The  price  has  to  be  20 
percent  above  the  average  of  the  previous  4  years. 

Now  you  are  requesting  a  continuation  of  this  contingency  fund 
activity,  for  which  I  want  to  thank  you.  I  just  want  to  know  the 
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rationale  for  only  requesting  $100  million  when  we  had  $195  mil-^ 
lion  last  year. 

Do  I  understand  all  that  $195  million  went  out?  All  the  $195  mil- J 
lion  went  out.  So  what  is  the  rationale  for  only  $100  million  foi| 
next  year  in  the  contingency  fund? 

Ms.  Barnhart.  Mr.  Chairman,  the  reason  that  we  requested 
$100  million  in  the  contingency  fund  and  not  $195  million  is  actu- 
ally the  same  reasoning  for  requesting  a  reduction  in  the  LIHEAF 
Program  in  general;  that  is,  operating  in  the  current  budget  envi- 
ronment with  a  limit  on  discretionary  programs,  choices  have  to  be; 
made  in  the  Department  of  Health  and  Human  Services,  as  in  a 
number  of  other  departments.  ' 

The  LIHEAP  Program,  as  you  know,  has  traditionally  been  a 
supplemental  program.  Two-thirds  of  the  people  that  receive 
LIHEAP  benefits  also  receive  assistance  from  other  public  assist- 
ance programs  like  AFDC,  food  stamps,  public  or  subsidized  hous-v 
ing,  and  so  forth.  We  believe  that  the  request  for  LIHEAP  reflects 
a  socially  and  fiscally  responsible  request  in  terms  of  helping  low- 
income  households  meet  their  energy  costs. 

Senator  Harkin.  Again,  I  understand  it  is  part  of  a  mix  and  that 
they  receive  other  benefits,  but  the  other  benefits  are  not  nec-, 
essarily  increasing  all  that  much  next  year,  either.  Unless  global 
warming  continues  and  we  do  not  need  the  money  or  if  oil  prices 
continue  to  drop,  I  am  concerned  that  that  may  not  be  enough  in 
that  contingency  fund  for  next  year. 

Ms.  Barnhart.  I  would  make  one  other  point,  too,  Mr.  Chair- 
man;  that  is,  we  are  basically  keeping  the  same  rules  in  terms  of 
release  of  the  contingency  dollars  that  the  Congress  laid  out  for 
this  current  fiscal  year.  I  see  you  nodding,  so  obviously  you  are  fa- 
miliar with  how  the  contingency  operates. 

Once  the  trigger  is  reached,  we  actually  release  all  funds  so  that 
we  have  no  basis  for  not  releasing  all  funds  in  the  contingency  and 
the  contingency  pool.  This  year  we  had  $195  million,  so  once  we 
reached  the  trigger  we  released  all  $195  million.  Release  of  funds 
is  not  necessarily  reflective  of  a  particular  demand  for  all  of  the 
$195  million. 

That  is  not  to  suggest  that  States  cannot  use  it,  because  I  am 
sure  they  can  always  use  whatever  funds  they  are  provided,  but 
just  that  there  is  no  necessary  correlation  between  need  and  how 
much  of  the  funds  are  released,  once  the  trigger  is  hit.  They  are 
all  released. 

Senator  Harkin.  Are  you  suggesting  we  might  want  to  look  at 
some  kind  of  sliding  scale  formula? 

Ms.  Barnhart.  A  sliding  scale  in  terms  of  how  severe  the  in- 
crease is? 

Senator  Harkin.  The  use  of  the  trigger,  depending  upon  what 
percentage  over  the  previous  4  years  that  different  funds  might  be 
released,  the  percentage  of  funds. 

Ms.  Barnhart.  That  certainly  would  be  a  possibility.  To  be  hon- 
est, I  had  not  actually  thought  of  that.  Grenerally,  when  we  start 
talking  about  formulas  in  the  LIHEAP  Program  we  generally  pro- 
vide technical  assistance  and  do  not  get  into  making  rec- 
ommendations; but  we  could  certainly  have  further  discussions 
with  your  staff  about  that. 
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LIHEAP:  NUMBER  OF  PEOPLE  SERVED 

Senator  Harkin.  Let  us  discuss  that  further. 

Again,  just  to  close  out  my  remarks  on  LIHEAP,  those  of  us  who 
represent  States  where  we  have  variable  winters  where  it  could  be 
really  cold  for  a  period  of  time  or  not  so  cold,  we  understand  that 
there  are  other  assistance  programs  available  that  people  get,  but 
right  now  nationwide  under  the  1992  proposal  that  you  are  submit- 
ting, about  2  million  fewer  people  would  be  served  even  though  the 
current  funding  level  only  helps  23  percent  of  the  eligible  popu- 
lation. 

The  portion  of  the  heating  bill  now  covered  for  eligible  recipients 
has  declined  from  22  percent  in  fiscal  year  1981  to  14  percent  in 
fiscal  year  1989. 

Ms.  Barnhart.  May  I  make  a  few  comments,  Mr.  Chairman? 

Senator  Harkin.  Absolutely. 

Ms.  Barnhart.  With  regard  to  your  last  point,  you  are  correct 
that  the  proportion  of  heating  benefits  that  LIHEAP  covers  for  that 
eligible  population  has  declined  from  22  percent  to  14  percent,  but 
I  think  it  is  important  to  point  out  that  over  that  same  time  period 
the  out-of-pocket  expenditures  for  low-income  households  which  re- 
ceive LIHEAP  as  a  percent  of  their  income  has  declined. 

In  fact,  the  situation  is  such  that  even  though  the  proportion  of 
payment  that  LIHEAP  covers  has  decreased,  the  burden  to  the  in- 
dividual households  has  decreased  at  a  faster  rate  and,  in  fact, 
there  is  a  0.7  percent  net  increase  in  terms  of  available  funds  to 
the  household. 

Senator  Harkin.  Due  to  what? 

Ms.  Barnhart.  Due  to  the  fact  that  as  a  proportion  of  their  fam- 
ily income,  their  individual  burden  for  paying  for  home  energy  has 
reduced  significantly  over  the  last  several  years. 

I  could  provide  precise  numbers  for  the  record,  but  

Senator  Harkin.  I  wonder  why  that  is.  Why  is  that?  Have  oil 
prices  declined  that  much  in  10  years? 

Ms.  Barnhart.  Both  prices  and  consumption  have  been  lowered. 
I  think  basically  people  have  become  increasingly  conscious  of  the 
fact  that  conservation  and  weatherization  activities  do  result  in 
lower  energy  prices,  and  prices  are  down  as  well,  Mr.  Chairman. 

As  I  say,  we  could  provide  the  numbers  laying  out  that  situation 
for  you  for  the  record. 

Senator  Harkin.  That  might  be  interesting.  You  say  it  is  seven- 
tenths  of  1  percent  net? 

Ms.  Barnhart.  Yes;  net  gain. 

Senator  Harkin.  When  you  say  net,  I  assume  you  have  taken  in- 
flation into  account. 

Ms.  Barnhart.  Yes;  I  believe  we  have  in  terms  of  actual  constant 
dollars. 

Senator  Harkin.  I  would  like  to  see  those  figures. 
[The  information  follows:] 

LIHEAP 

Tables  1  and  2  below  present  data  on  average  energy  prices  expressed  in  current 
and  constant  dollars  per  mmbtu.  Energy  prices  are  compared  below  between  1985, 
the  year  of  highest  federal  funding  of  LIHEAP,  and  1989,  ihe  most  recent  year  in 
which  annual  mel  prices  are  available. 
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When  viewed  in  current  dollars  (table  1),  average  energy  prices  decreased  or  re- 
mained about  the  same  since  1985,  except  for  electricity  which  increased  somewhat 
in  1989.  The  composite  average  fuel  price  rose  only  slightly  from  $9.80  in  1985  to 
$9.82  in  1989. 

When  viewed  in  constant  dollars  (table  2),  average  energy  prices  consistently  de- 
creased. The  composite  fuel  prices  declined  from  $11.29  in  1985  to  $9.35  in  1989. 

However,  for  those  households  served  by  LIHEAP,  their  net  home  heating  burden 
was  0.7  percent  lower  on  average  in  fiscal  year  1989  than  in  fiscal  year  1981.  At 
the  same  time,  the  average  home  energy  burden  of  low  income  households  declined 
from  8  percent  of  household  income  to  5.4  percent  of  household  income,  indicating 
a  reduced  need  for  LIHEAP  in  offsetting  home  energy  costs  as  a  percent  of  house- 
hold income. 

Therefore,  the  President's  budget  request  is  consistent  with  the  decline  of  the  av- 
erage home  energy  prices  after  adjusting  for  inflation. 

For  more  information  see  the  Low  Income  Home  Energy  Assistance  Program— Re- 
port to  Congress  for  Fiscal  Year  1989. 
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ELECTRONIC  BENEFITS  TRANSFER  PILOT  PROJECT 
Senator  Harkin.  Thank  you  very  much. 

Senator  Mikulski  hoped  to  be  here.  However,  she  had  to  be  in 
Baltimore  and  could  not  be  here.  She  wanted  me  to  raise  this  issue 
with  you. 

Maryland  currently  participates  in  a  pilot  project  to  provide 
AFDC,  food  stamps,  and  child  support  benefits  using  electronic 
benefits  transfer.  The  project  has  been  successful  in  Baltimore  City 
and  the  State  with  approval  from  0MB  and  the  Department  of  Ag- 
riculture. They  would  like  to  test  the  project  on  a  statewide  basis 
rather  than  just  in  Baltimore. 

The  Family  Support  Administration  has  some  technical  concerns 
that  Maryland  officials  believe  can  be  easily  resolved  even  if  the 
program  is  operating  statewide. 

Given  these  assurances,  why  is  the  Family  Support  Administra- 
tion refusing  to  authorize  expansion  of  this  effective,  cost-saving 
program,  especially  since  other  Federal  agencies,  particularly 
0MB,  are  supportive? 

Ms.  Barnhart.  Let  me  say,  Mr.  Chairman,  this  is  a  situation 
that  I  am  on  top  of  on  a  daily  basis.  In  fact,  I  have  raised  a  number 
of  concerns  about  expanding  the  scope  of  that  pilot  EBT  project 
from  Baltimore  County  out  to  the  State  of  Maryland  as  a  statewide 
project.  Let  me  point  out  and  mention  for  the  record  just  a  couple 
of  the  reasons  that  I  think  are  particularly  important  in  terms  of 
my  objection  at  this  point  and  also  mention  that  I  am  working  with 
the  Office  of  Management  and  Budget,  the  Food  and  Nutrition 
Service,  and  the  State  of  Maryland  to  resolve. 

One  of  those  concerns,  Mr.  Chairman,  is  the  fact  that  as  a  dem- 
onstration project  obviously  we  are  interested  in  demonstrations  for 
potential  replication  purposes.  In  the  State  of  Maryland  the  vendor 
has  made  a  proprietary  claim  on  the  software  that  has  been  devel- 
oped during  the  demonstration  project  and  up  to  this  point  in  time 
is  refusing  to  allow  it  to  be  duplicated  and  used  elsewhere.  Obvi- 
ously, that  substantially  negates  any  benefit  that  could  be  derived 
from  a  demonstration  project. 

So  one  of  the  terms  and  conditions  that  I  am  requesting  in  terms 
of  expanding  the  project  statewide  is  that  the  vendor  would  have 
to  agree  to  make  all  software  available  to  anyone  who  would  choose 
to  use  it  after  this  demonstration  is  completed  and  to  release  its 
proprietary  claim. 

A  second  point  of  particular  concern  to  me  is  the  fact  that  in  the 
proposal  there  is  the  possibility  they  will  be  reducing  the  number 
of  times  that  an  AFDC  recipient  could  access  funds  through  an 
ATM  machine.  As  I  am  sure  you  can  appreciate,  Mr.  Chairman, 
given  the  neighborhoods  some  of  the  AFDC  recipients  live  in,  it  is 
not  a  good  idea  to  have  to  withdraw  large  sums  of  money  from  an 
ATM  machine.  Rather,  it  is  better  to  be  able  to  draw  tne  money 
out  as  you  need  it  and  as  you  are  going  to  spend  it. 

A  further  concern  of  mine  is  that  the  cost  per  transaction  to 
AFDC  recipients  that  they  are  talking  about  could  be  anywhere 
from  50  cents  to  $2  per  transaction,  and  since  we  are  talking  about 
people  who  are  already  some  of  the  most  vulnerable  and  certainly 
some  of  the  poorest  in  this  Nation,  I  really  do  not  think  that  we 
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should  be  promoting  projects  that  are  going  to  charge  recipients  of 
welfare  programs  a  fee  to  access  the  welfare  dollars  they  are  being 
paid. 

Those  are  just  a  couple  of  my  concerns,  Mr.  Chairman.  I  could 
provide  more  for  the  record,  but  my  hope  is  that  by  the  time  the 
record  is  printed  this  issue  will  be  resolved.  Again,  as  I  said,  I  have 
been  in  contact  on  a  daily  basis  with  0MB,  the  State  of  Maryland, 
and  FNS,  and  we  hope  to  reach  an  early  resolution  next  week. 

GROWTH  IN  AFDC  CASELOADS  AND  COSTS 

Senator  Harkov.  I  appreciate  that. 

One  last  question  on  AFDC.  Federal  welfare  payments  are  ex- 
pected to  increase  by  $1.1  billion  in  fiscal  year  1992,  for  a  total  of 
$14.5  billion.  The  number  of  families  receiving  AFDC  benefits  is 
expected  to  grow  to  4.46  million  in  fiscal  year  1992  compared  to 
3.97  million  in  1990.  In  other  words,  the  welfare  caseload  grows, 
AFDC  grows,  and  we  have  to  put  out  more  money. 

What  do  you  see  as  the  major  reasons  for  the  growth  in  welfare 
costs  and  the  increasing  caseloads? 

Ms.  Barnhart.  Mr.  Chairman,  that  is  a  question  that  I  have 
been  asked  a  lot  lately  by  other  Members  of  the  Congress  and  by 
reporters  and  people  interested  in  welfare  and  public  policy  issues. 
I  would  tell  you  that  I  wish  I  had  a  precise  answer  to  give  you,  but 
I  do  not.  I  can  tell  you  some  of  the  things  that  we  think  have  con- 
tributed to  the  recent  caseload  increase:  things  like  economic  down- 
turn in  some  parts  of  the  country.  New  England  in  particular;  and 
things  like  integration  of  services  and  one-stop  shopping. 

The  conjecture  is,  quite  frankly,  Mr.  Chairman,  that  we  are 
doing  a  more  effective  job  of  outreach  and  making  programs  and 
benefits  available  to  people,  and  they  are  taking  advantage  of  that. 
So  on  the  one  hand  I  suppose  you  could  say  the  programs  are  work- 
ing. 

—  We  are  concerned  about  it  because  this  caseload  growth  is  sort 
of  an  anomaly.  Generally  what  happens  is  that  when  the  unem- 
ployment rate  goes  up,  there  is  a  6-month  lag  time  before  the 
AFDC  caseload  goes  up.  We  did  not  have  that  situation.  The  rise 
that  you  are  talking  about  really  began  in  August  1989,  almost 
concurrent  with  some  of  the  economic  slowdown  we  saw  in  New 
England  in  particular. 

We  are  very  concerned  about  this  new  phenomena  that  we  are 
unable  to  explain  fully.  We  are  getting  ready  to  undertake  a  study 
as  part  of  our  research  and  evaluation  program  for  the  current  year 
to  look  at  factors  that  affect  the  caseload,  not  just  in  this  particular 
circumstance,  but  to  get  a  better  handle  on  that  for  future  fluctua- 
tions in  caseload  as  well.  It  is  something  that  we  are  monitoring 
closely  and  have  some  of  our  most  talented  research  and  evaluation 
folks  looking  at. 

Senator  Harkin.  Thank  vou  again  for  appearing  here.  Keep  up 
the  good  work,  and  I  look  forward  to  working  with  you  during  the 
remainder  of  the  year. 

Ms.  Barnhart.  Thank  you,  Mr.  Chairman.  I  appreciate  the  op- 
portunity. 
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QXJESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

Senator  Harkin.  There  will  be  some  additional  questions  from 
various  Senators  which  we  will  submit  to  you  for  your  response. 

[The  following  questions  were  not  asked  at  the  hearing,  but  were 
submitted  to  the  Department  for  response  subsequent  to  the  hear- 
ing:] 


> 
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QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

IMPLEMENTATION  OF  NEW  CHILD  CARE  PROGRAMS 

Ms.   Earnhardt,   you  should  know  that  we  consider  the  job  you  have  of 
impletr.enting  now  child  care  programs  to  be  very  important. 

Question.     Tell  the  Committee  where  you  stand  on  developing  the 
necessary  regulations  and  the  focus  these  regulations  will  have  on 
the  questions  of  Child  Development  and  quality  of  care. 

Answer.     The  Family  Support  Administration  is  moving  quickly  to 
issue  preliminary  guidance  to  the  States  and  eligible  Indian  Tribes 
on  planning  for  the  Child  Care  and  Development  Block  Grant.     We  plan 
to  issue  regulations  by  late  spring.     In  addition,  procedural 
guidelines  were  issued  on  12/9/90  to  States  interested  in 
administering  programs  which  provide  child  care  to  families  at  risk 
of  becoming  welfare  dependent.     We  also  plan  to  issue  proposed 
regulations  for  the  At-Risk  program  by  late  Spring.  „  , 

A  number  of  advocacy  groups  have  met  with  us  to  express  their 
concerns  about  early  childhood  development  and  quality  of  care 
issues.     As  a  result  of  these  meetings,  we  are  aware  of  the 
importance  of  balancing  regulatory  requirements  relating  to  quality, 
early  childhood  development  and  parental  choice. 

Both  the  preliminary  guidance  and  the  regulation  will  specify 
that  25  percent  of  the  block  grant  funds  must  be  reserved  for  early 
childhood  development,   before-and  after-school  care  and  quality 
improvement.     A  portion  of  the  remaining  75  percent  may  also  be  used 
for  quality  improvement. 

The  statutory  language  regarding  the  use  of  block  grant  funds 
for  quality  improvements  and  to  increase  the  availability  of  early 
childhood  development  services  including  before-and  after-school 
care,   is  clear.     Although  we  cannot  directly  discuss  the  content  of 
the  regulations  at  this  time,  we  will  assure  that  programs  imple- 
mented by  the  States  comply  fully  with  all  statutory  requirements, 
including  those  related  to  quality  improvements,   early  childhood 
development  services,   and  health  and  safety  requirements. 

Question.     As  you  know,   regulations  for  the  discretionary  block 
grant  program  need  to  be  finalized  in  plenty  of  time  to  meet  the 
funding  window  between  September  7  and  September  30.     Do  you  foresee 
any  difficulties  in  obligating  all  the  FY  1991  funds  in  a  timely 
manner? 

Answer.     We  plan  to  begin  obligating  FY  1991  Child  Care  and 
Development  Block  Grant  funds  on  September  7,    1991,    in  accordance 
with  the  FY  1991  Appropriation.     Recognizing  the  narrow  funding 
window,  we  will  ask  States,   Tribes  and  Territories  to  submit 
their  plans  well  in  advance  of  September  7.     Grant  amounts  will 
be  determined  by  form.ula,  which  is  a  relatively  straightforward 
process,   rather  than  through  the  discretionary  grant  review  process. 

As  for  obligating  all  the  FY  1991  funds  in  a  timely  manner,  we 
will  allow  time  for  negotiation  with  States  and  Tribes  before  the 
funds  must  be  obligated.     Recently,   FSA  successfully  implemented  the 
JOBS  program,   as  well  as  the  child  care  provisions  of  the  Family 
Support  Act,  under  similar  time  constraints.     The  process  was  similar 
to  that  being  used  for  the  Child  Care  and  Development  Block  Grant. 
We,  therefore,   fully  expect  to  obligate  the  Block  Grant  funds  on  a 
timely  basis. 

CHILD  CARE  COORDINATION 

In  addition  to  the  Child  Care  and  Development  Block  Grant,  you  also 
have  responsibility  for  administering  child  care  services  to  welfare 
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clientele  under  the  JOBS  program,  as  well  as  child  care  assistance  to 
low-income  families  "at-risk"  of  going  on  welfare. 

Question.     Tell  us  what  you  are  doing  to  coordinate  these 
programs,  to  avoid  duplication  and  overlap? 

Answer.  We  require  that  States  coordinate  JOBS  Child  Care, 
Transitional  Child  Care  and  At-Risk  Child  Care  with  other  child  care 
such  as  Head  Start,  Department  of  Education,  and  the  Block  Grant,  as 
well  as  other  public  and  private  child  care  resources.  A  State  must 
assure  such  coordination  in  its  request  for  funding.  The  purpose  of 
this  emphasis  on  coordination  is  to  assist  States  in  avoiding 
duplication  and  any  inappropriate  overlap. 

At  the  Federal  level,  we  are  working  to  insure  coordination 
across  child  care  programs.     Intra-agency  working  relationships  have 
been  established  and  brought  into  play  in  the  development  of 
regulations  and  State  guidance.     These  as  well  as  inter-agency 
relationships  will  continue  to  be  put  in  place.     Further,  to  improve 
coordination  with  other  Federal  programs,   FSA  has  been  holding 
meetings  with  staff  in  other  agencies  who  run  related  programs  such 
as  Head  Start  and  the  Social  Services  Block  Grant. 

Question.     To  what  extent  will  you  be  able  to  standardize  and 
simplify  State  administration  of  these  programs,   in  such  areas  as 
licensing  and  data  collection  and  reporting? 

Answer.     While,  under  law,   specific  requirements  with  respect 
to  licensure,  certification,  and  registration  must  be  met,  each  State 
will  have  the  flexibility  to  examine  how  best  to  organize  services  to 
meet  its  needs. 

There  is  no  requirement  for  standardization  of  administration 
of  these  programs  across  States,  but  each  State  must  meet  the 
respective  program  requirements  for  child  care  under  each  funding 
source.     FSA  is  working  to  develop  regulations  that  will  enhance, 
rather  than  complicate.   State  administration  of  these  child  care 
programs. 

FSA  has  efforts  underway  regarding  simplification  and 
standardization  of  data  collection  and  reporting  requirements,  such 
as  requiring  the  same  data  to  be  reported  for  all  Title  IV-A  funded 
child  care. 

Question.     How  are  you  coordinating  these  child  care  programs 
with  related  services  administered  by  the  Office  of  Human  Development 
Services,    including  Head  Start  and  the  Social  Services  Block  Grant? 

Answer.     Coordination  between  the  Job  Opportunities  and  Basic 
Skills  Training   (JOBS)  program  and  Head  Start  has  been  fostered 
through  cross-training  and  technical  assistance  programs  provided 
under  contract  in  conjunction  with  the  implementation  of  JOBS  and 
special  interagency  initiatives. 

Cross-training  has  occurred  at  the  national,   state  and  local 
levels  through  formal  presentations  on  child  care  programs  to  program 
staff  and  at  conferences  sponsored  by  program  agencies  or 
professional  associations. 

Special  initiatives  are  being  undertaken  as  part  of  the  Family 
Support  Administration  and  Office  of  Human  Development  Services 
strategic  plans.     This  year's  efforts  include  coordination  between 
the  JOBS  and  Head  Start  programs.     Similar  types  of  coordination 
activities  with  OHDS  will  be  done  for  the  at-risk  child  care  and  the 
child  care  block  grant  programs.     FSA  has  held  meetings  for  the 
purpose  of  coordinating  with  staff  who  are  working  on  the  Social 
Services  Block  Grant,  At-Risk  Child  Care  and  Head  Start.  In 
addition,  FSA  has  been  strengthening  inter-  and  intra-agency  working 
relationships  as  work  on  the  development  of  the  regulations 
continues.     FSA  and  OHDS  staff  are  developing  an  information  package 
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for  Head  Start  grantees  which  will  promote  coordination  at  the 
provider  level  between  Head  Start  and  the  JOBS  program. 


You  are  proposing  total  elimination  of  the  remaining  $1.1  billion 
1992  appropriation  for  State  Legalization  Impact  Assistance  Grants 
(SLIAG).     Part  of  the  rationale  for  this  is  that,  as  of  the  end  of 
1990,   States  still  had  not  drawn  down  over  a  billion  dollars  of  funds 
granted  in  fiscal  years  1988,   1989,   and  1990.     In  addition,  the  $271 
million  appropriated  in  FY  1991  will  soon  be  granted  to  the  States,  . 
raising  total  availability  to  $1.3  billion. 

Question.     Will  this  unspent  money  be  enough  to  pay  all 
legitimate  billings  expected  to  be  submitted  by  States  in  fiscal 
1992? 

Answer.     We  estimate  that  if  funds  were  available  States  could 
draw  down  $2.5  billion.     Funds  available  currently  amount  to 
$2.4  billion.     Twenty  eight  States  will  have  been  allotted  funds  that 
amount  to  approximately  $174  million  in  excess  of  their  projected 
costs,   because  of  earlier  overestimates  by  the  States  of  costs  used 
in  the  allocation  formula.     As  a  result,   the  other  States  will  not 
have  as  much  money  to  cover  costs  as  they  should.     Taking  into 
account  these  under-  and  overestimates,  90  percent  of  all  legitimate 
billings  could  be  paid  without  the  necessity  of  appropriating 
additional  funds  in  FY  1992.     Were  funds  to  be  reallocated,  96  ^ 
percent  of  all  legitimate  billings  could  be  paid.     At  present, 
however,  HHS  does  not  have  clear  authority  to  reallot  funds  already  .. 
granted  to  States. 


Your  budget  justification  states  that  the  number  of  aliens  on  whose  " 
behalf  States  can  claim  costs  will  start  dropping  rapidly  beginning 
in  FY  1992. 

Question.     How  many  fewer  legalized  aliens  will  still  be 
eligible  for  services  in  FY  1992  compared  to  the  previous  four  years 
of  this  program? 

Answer.     Estimates  developed  by  the  Department  of  Health  and 
Human  Services  indicate  that  during  FYs  1989  and  1990  there  were 
approximately  2.8  million  eligible  aliens  and  that  this  number  will 
remain  approximately  the  same  through  FY  1991.     During  FY  1992,   it  is 
estimated  that  the  number  of  eligible  aliens  will  drop  to 
2.2  million,   a  decrease  of  21  percent.     Beginning  in  FY  1993,  the 
number  of  eligible  aliens  at  the  end  of  each  quarter  is  estimated  to 
be  as  follows: 


SLIAG 


Quarter 


Estimated  Number  of 
Aliens   (in  thousands) 


FY  1993 


1st 
2nd 
3rd 
4th 


1,800 
1,  500 
600 
400 


FY  1994 


1st 
2nd 
3rd 
4th 


57 
3 
2 
1 
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LIHEAP  CONTINGENCY  FUND 


Last  year,  this  Subcommittee  created  a  new,   $200  million  Energy 
Emergency  Contingency  Fund.     It  survived  conference  at  $195  million, 
and  the  funds  were  recently  distributed  to  States,   since  the  price  of 
home  heating  oil  exceeded  the  "trigger",  being  more  than  20  percent 
above  the  average  of  the  previous  four  years. 

Question.     I  am  glad  to  see  you  are  requesting  a  continuation  of 
this  activity,  but  what  is  your  rationale  for  only  requesting  $100 
million? 

Answer.     The  lower  request  for  a  $100  million  contingency  fund 
is  part  of  our  overall  lower  request  for  LIHEAP  funding  in  FY  1992. 
In  addition  to  the  $100  million  in  emergency  funds,  we  are  asking  for 
a  LIHEAP  appropriation  of  $925  million  in  FY  1992. 

The  FY  1991  Energy  Emergency  Contingency  Fund,   in  the  amount  of 
$195,180,000,   is  in  addition  to  the  regular  appropriation  for  FY 
1991.     This  fund  was  established  to  assist  LIHEAP  grantees  with 
increases  in  the  costs  of  home  heating  oils  resulting  from  the  Middle 
East  crisis.     These  funds  were  distributed  on  January  24,   1991,  after 
the  cost  of  home  heating  oil  in  December  1990  exceeded  the  "trigger" 
price  by  more  than  20  percent  above  the  average  cost  of  the  previous 
four  Decembers. 

We  do  not  anticipate  that  states  will  incur  as  large  an  increase 
in  fuel  prices  next  winter.     Since  the  start  of  Operation  Desert 
Storm  in  January,  heating  oil  prices  have  dropped  considerably  from 
the  levels  they  were  at  the  end  of  1990.     We  expect  that  prices  will 
decline  further,  now  that  the  Middle  East  conflict  is  over  and  the 
worst  of  the  1990-1991  winter  heating  season  has  passed.  In 
addition,  production  and  supply  of  home  heating  fuels  have  been  and 
are  expected  to  remain  high.     This  would  help  to  avert  big  price 
hikes  in  the  event  that  an  unforeseen  crisis  were  to  happen,   such  as 
severely  cold  temperatures.     We  feel  that  next  year's  request  for 
$100  million  in  emergency  contingency  funds  is  sufficient  to  assist 
our  grantees  should  unanticipated  circumstances  occur,   and  allows  the 
Federal  government  to  play  its  appropriate  role:  providing  benefits 
only  in  circumstancies  of  exceptional  need. 

Question.     How  have  the  States  used  these  funds?     For  crisis 
assistance  or  to  bolster  regular  program  operations? 

Answer.  We  currently  do  not  have  information  from  the  states  on 
how  they  are  using  their  shares  of  the  emergency  contingency  fund. 

States  and  tribes  may  use  contingency  funds  for  any  LIHEAP 
purpose,   except  that  they  may  not  transfer  these  funds  to  another 
block  grant  nor  may  they  add  the  funds  to  the  base  on  which  transfers 
are  calculated.     The  emergency  contingency  funds  may  be  used  for 
heating  assistance  (to  assist  users  of  any  fuel  type),  cooling, 
crisis  assistance,  weatherizat ion,   administrative  costs,  and 
carryover,   subject  to  normal  LIHEAP  restrictions. 


-  LOW  INCOME  HOME  ENERGY  ASSISTANCE  PROGRAM 

In  my  home  State  of  Iowa,   25,000  fewer  people  would  be  served  if 
Congress  were  to  accept  the  Administration's  FY  1992  proposal  to  cut 
LIHEAP,   the  Low-Income  Home  Energy  Assistance  Program.     Nationwide,  2 
million  fewer  people  would  be  served,   even  though  current  funding 
levels  only  help  28  percent  of  the  eligible  population  and  the 
portion  of  the  heating  bill  now  covered  for  eligible  recipients  has 
declined  from  22  percent  in  1981  to  14  percent  in  1991. 
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We  continue  to  hear  testimony  and  see  evidence  that  this  program 
plays  a  vital  role.     But,  year  after  year  the  Administration  proposes 
to  freeze,   cut,  or  eliminate  the  program. 

Question.     Why  does  the  Administration  oppose  this  program? 

Answer.     The  President's  budget  requests  over  $1  billion  for 
LIHEAP  in  FY  1992.     The  FY  1992  budget  includes  a  request  for  $925 
million  for  LIHEAP,  plus  a  $100  million  contingency  fund  to  be 
released  if  heating  oil  prices  are  more  than  20  percent  above 
historical  levels.     The  President's  budget  takes  into  account  that 
for  those  households  served  by  LIHEAP,  their  net  home  heating  burden 
was  0.7  percent  lower  on  average  in  FY  1989  than  in  FY  1981.     At  the 
same  time,  the  average  home  energy  burden  of  low  income  households 
declined  from  8.0  percent  of  household  income  to  5.4  percent  of 
household  income,   indicating  a  reduced  need  for  LIHEAP  in  offsetting 
home  energy  costs  as  a  percent  of  household  income. 

Tables  1  and  2  below  present  data  on  average  energy  prices 
expressed  in  current  and  constant  dollars  per  million  btu ' s  (mmbtu). 
Energy  prices  are  compared  below  between  1985,  the  year  of  highest 
federal  funding  of  LIHEAP,   and  1989,  the  most  recent  year  in  which 
annual  fuel  prices  are  available. 

Table  1.     Average  price  by  fuel  type  and  by  year,  current  dollars  per  mnbtu* 

CALENDAR  TEAR 

n«L  TTPE  1973    1974    1975    1976    1977    1978    1979    1980    1981    1982    1983    1984    1985    1986    1987    1988  1989 

ELECTRICITY  5.89    7.19    8.14    8.65    9.39    10.00  10.76  12.43  14.38  15.91  16.65  17.49  18.07  18.07  18.04  18.07  18.43 

NATURAL  CAS  1.29    1.43    1.71    1.98    2.35     2.56    2.98   3.68   4.29    5.17   6.06   6.12   6.12    5.83    5.54    5.47  5.63 

fUEL  OIL  1.64    2.18    2.72    2.93    3.32     3.53    5.08    7.02    8.61    8.36    7.77    7.87   7.59   6.03    5.79   5.86  6.49 

COMPOSITE  AVERAGE"  2.19   2.61    3.13    3.44    4.27     4.58   5.25    6.49    7.58    8.57   9.29   9.65    9.80   9.48   9.59   9.56  9.82 
•Mot  adjusted  for  Inflation 

•*Cornx)site  (all  fuels)  average  is  weighted  based  on  the  amount  of  each  fuel  (i.e.,  electricity,  natural  gas,  and 
fuel  oil)  purchased  for  residential  use. 

Table  2.    Average  price  by  fuel  type  and  by  year,  constant  dollars  per  imtnu* 

CALENDAR  YEAR 

TTPE  1973    1974    1975    1976    1977    1978    1979    1980    1981    1982    1983    1984    1985    1986    1987    1988  1989 

ELECTRICITY  16.45  18.08  18.76  18.85  19.22    19.01  18.38  18.71  19.61  20.44  20.73  20.87  20.82  20.44  19.69  18.07  17.56 

NATURAL  GAS  3.60    3.60    3.94    4.31    4.81     4.87    5.09    5.54    5.85    6.64    7.54    7.30    7.05    6.60    6.05    5.47  5.36 

f"EL  OIL  4.59    6.09    6.27    6.38    6.79     6.72    8.67  10.57  11.74  10.75    9.68    9.39    8.75    6.82    6.32    5.86  6.19 

COHPOSITE  AVERAGE**    6.12    6.66    7.22    7.50    8.73      8.71    8.96    9.77  10.34  11.01  11.56  11.52  11.29  10.73  10.46    9.56  9.35 
*  Adjusted  for  inflation. 

••Corrposite  (all  fuels)  average  is  weighted  based  on  the  amount  of  each  fuel  (i.e.,  electricity,  natural  gas,  and 
fuel  oil)  purchased  for  residential  use. 


When  viewed  in  current  dollars   (table  1),   average  energy  prices 
decreased  or  remained  about  the  same  since  1985,  except  for 
electricity  which  increased  somewhat  in  1989.     The  composite  average 
fuel  price  rose  only  slightly  from  $9.80  in  1985  to  $9.82  in  1989. 

When  viewed  in  constant  dollars   (table  2),   average  energy 
prices  consistently  decreased.     The  composite  fuel  prices  declined 
from  from  $11.29  in  1985  to  $9.35  in  1989. 

The  President's  budget  takes  into  account  that  the  average  home 
energy  burden  of  low  income  households  declined  from  8.0  percent  of 
household  income  to  5.4  percoent  of  household  income,    indicating  a 
reduced  need  for  LIHEAP  in  offsetting  home  energy  costs  as  a  percent 
of  household  income.     Therefore,   the  President's  budget  request  is 
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consistent  with  the  decline  of  the  average  home  energy  prices  after 
adjusting  for  inflation. 

Question.     Isn't  it  true  that  even  the  combined  resources  of 
all  levels  of  government  and  the  private  sector  still  fall  short  of 
the  need  for  low-income  fuel  assistance? 

Answer.     We  do  not  believe  that  these  combined  resources  fall 
short  of  the  need  for  low-income  fuel  assistance.     The  flexibility  of 
the  block  grant  enables  States  to  target  the  most  appropriate 
assistance  (heating,  cooling,  crisis,  and/or  weatherization)  to  the 
households  that  are  most  in  need.     States  can  adjust  their  LIHEAP 
eligibility  standards  and  benefit  levels,   amounts  transferred  or 
carried  over,  and  types  of  assistance  provided,  to  best  meet  the 
needs  of  their  citizens. 

In  addition.  States  can  add  oil  overcharge  and  State  funds  to 
LIHEAP.     They  can  reduce  or  eliminate  transfer  of  LIHEAP  funds  to 
other  block  grants,  or  transfer  funds  from  2  other  block  grants  into 
LIHEAP.     State  decisions  in  these  areas,  reflect  their  own  priorities. 
In  fact,  a  majority  of  States  continue  to  transfer  funds  from  LIHEAP 
to  other  block  grants,   implying  energy  assistance  is  not  as  high  a 
priority.     In  addition,  many  utility  companies  provide  assistance  to 
their  low-income  customers,   and  private  fuel  funds  also  provide 
assistance  to  those  in  need. 


EMERGENCY  SERVICES  OF  COMMUNITY  ACTION  AGENCIES: 
IMPORTANT  DURING  THE  RECESSION 

The  biggest  program  funded  by  the  Community  Services  Block  Grant  are 
the  Community  Action  Agencies.     Many  Community  Action  Agencies  have 
been  called  upon  to  meet  increasing  demands  for  emergency  services 
due  to  the  recession.     For  example,  a  plant  closing  in  Cedar  Rapids, 
Iowa  about  a  year  ago  left  1,400  people  without  jobs.     More  than  400 
of  these  people  turned  to  the  local  Community  Action  Agencies  to  help 
them  through  this  crisis.     When  the  recession  hit  this  already 
economically  depressed  part  of  the  State,  the  impact  was  particularly 
severe.     Many  of  these  people  have  not  been  able  to  find  jobs  and  now 
find  that  their  unemployment  benefits  are  running  out.     They  rely  on 
the  Community  Action  Agencies  for  emergency  food,  energy  and  rental 
assistance — all  of  which  are  funded  by  the  Community  Services  Block 
Grant.     Approximately  one-third  of  the  people  affected  by  this  crisis 
who  turned  to  the  Community  Action  Agencies  for  help  were  first  time 
clients. 

Question.     Why  is  it  that  this  Administration  has  again  failed 
to  recognize  that  Community  Action  Agencies  are  used  to  provide 
direct  emergency  services  which  are  vital  to  families  and  individuals 
in  need,  particularly  helpful  during  this  period  of  recession? 

Answer.     Since  only  10  percent  of  all  Community  Action  Agency 
(CAA)  funding  comes  from  the  Community  Services  Block  Grant  (CSBG) 
program,  discontinuing  the  funding  for  the  CSBG  will  not  be  a  serious 
problem  for  a  majority  of  the  CAAs.     CAAs  will  continue  to  be  able  to 
provide  services  to  the  poor  under  other  Federal,  State,  and  local 
public  and  private  sources,  e.g.  Women,   Infants  and  Children  (WIC) , 
Temporary  Emergency  Food  Assistance  Program  (TEFAP),  food  programs 
administered  by  the  Department  of  Agriculture,  and  the  Stewart  B. 
McKinney  Homeless  Assistance  Act,  as  they  currently  do. 

Question.     Why  don't  you  propose  repealing  the  authorizing 
statute,  rather  than  eliminating  funding  for  programs  you  don't  like? 

Answer.     Last  year  Congress  debated  the  question  of 
reauthorizing  programs  under  the  Community  Services  Block  Grant  Act 
which  were  to  expire  at  the  end  of  the  fiscal  year.     At  that  time,  we 
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made  our  views  clear  to  the  appropriate  Committees  and  to  the 
Congress  as  a  whole  that  we  did  not  support  the  reauthorization  of 
these  programs.     Nevertheless,  Congress  chose  to  reauthorize  the  Act 
through  FY  1994.     In  the  meantime,  we  have  a  responsibility  each  year 
to  reflect  the  priorities  of  the  President  and  his  Administration 
when  the  budget  is  presented  to  the  Congress.     For  the  reasons  we 
have  mentioned  earlier,  with  the  exception  of  the  National  Youth 
Sports  Program,  we  have  not  requested  funding  in  FY  1992  for  the 
community  services  programs  administered  by  FSA. 


MONITORING  THE  JOBS  PROGRAM 

In  FY  1992,  the  JOBS  program  will  be  entering  its  third  year.     It  is 
a  $1  billion  dollar  entitlement  program,  aimed  at  getting  welfare 
clients  into  permanent  jobs. 

Question.     Why  is  it  that  your  budget  justification  says 
absolutely  nothing  about  the  numbers  of  persons  being  served?  4 

Answer.     Hard  data  regarding  participation  in  JOBS  is  not  yet 
available.     We  anticipate  that  States  will  begin  to  report  on  JOBS 
participation  in  April,   1991.     The  JOBS  program  offers  an  array  of 
services  and  component  activities  which  involve  different  numbers  of 
program  participants.     In  addition.  States  have  a  great  deal  of 
flexibility  in  determining  what  mix  of  services  they  provide,  and  to 
what  groups  of  recipients  they  provide  them.     Therefore,  obtaining 
information  about  JOBS  participation  and  the  number  of  persons  served 
this  early  in  program  implementation  has  been  difficult. 

FSA  has  developed  several  ways  of  monitoring  the  number  of 
persons  served  in  JOBS.     FSA  is  conducting  field  reviews  of  State 
JOBS  program  operations,  which  will  identify  any  problem  areas 
related  to  participation  rates.     FSA  report  forms  will  provide  data 
un  the  participation  rates  of  each  State's  JOBS  program,  including 
data  regarding  component,  target  group/non-target  group,  program 
status,   and  number  of  months  of  participation.     Report  forms  will  be 
reviewed  and  analyzed  after  receipt  in  FSA.     Additionally,  we  are 
currently  implementing  a  sample-based  reporting  system  that  will 
provide  data  about  JOBS  participants  on  an  on-going  basis.  This 
system  is  targeted  for  operation  by  October  1,  1991. 

Question,     What  are  your  goals  for  this  program,   and  how  do  you 
plan  to  measure  the  State's  performance  in  achieving  them? 

Answer.     FSA's  goal  for  the  JOBS  program  is  to  establish  in 
each  State  a  statewide  JOBS  program  that  provides  effective 
education,   employment,   and  training  services,  that  together  with 
necessary  child  care  and  supportive  services,  will  assist  welfare 
recipients  to  become  self-sufficient. 

We  currently  measure  State  program  performance  by  the  standards 
in  the  statute.     For  FY  1991,  those  measures   (which  affect  a  State's 
eligibility  for  enhanced  federal  funding)  are:     (1)  Did  the  State 
meet  the  7  percent  participation  rate?     and  (2)  Did  the  State  spend 
55  percent  of  its  JOBS  expenditures  on  the  target  groups  established 
in  the  law? 

The  statute  requires  the  Department  to  recommend  performance 
standards  to  Congress  by  October  1,   1993.     The    Department  has 
contracted  with  the  Manpower  Demonstration  Research  Corporation  to  dp 
an  evaluation  of  the  JOBS  program  as  required  by  the  statute. 
Studying  potential  performance  measures  is  a  part  of  that  contract. 

Question.     What  is  your  reaction  to  the  recent  study  by  Child 
Trends,  which  suggests  that  job  training  programs  may  be  ineffective 
in  helping  the  most  disadvantaged  welfare  recipients? 


102 


Answer.     Earlier  studies  of  welfare-to-work  programs  have  found 
that  they  are  effective  in  reducing  welfare  dependency  and  increasing 
earnings  for  the  more  disadvantaged  subgroups  of  AFDC  applicants  and 
recipients.     They  found  that  earnings  increases  were  greatest  among 
welfare  applicants  who  were  moderately  dependent  on  welfare  (that  is, 
those  who  had  some  prior  work  history,  but  also  some  prior  welfare 
receipt).     These  studies  also  show  significant  decreases  in  welfare 
dependency  for  the  most  disadvantaged  recipients.     In  fact,  the  only 
group  which  did  not  consistently  show  gains  from  these  programs  was 
the  most  job-ready  group  of  applicants. 

The  JOBS  program  may  be  even  more  effective  than  these  earlier 
programs  in  reducing  welfare  dependency.     JOBS  provides  the  states 
with  much  greater  federal  resources,  and  targets  these  resources  to 
potential  long-term  recipients.     Thus,  under  JOBS,  we  should  see  more 
intensive  programs  and  greater  participation  than  was  seen  in  earlier 
welfare-to-work  programs.     The  results  of  the  Saturation  Work 
Initiative  Model  (SWIM)  program  in  San  Diego  suggest  that  these 
changes  could  produce  greater  impacts.     SWIM,  which  consisted  of  a 
sequence  of  job  search,  work  experience,  and  education  and  skills 
training,  and  involved  high  levels  of  participation,  produced 
earnings  and  welfare  impacts  for  AFDC  recipients  that  exceeded  those 
of  other  broad-coverage  programs  studied,  and  equalled  the  levels 
achieved  in  much  smaller  and  more  selective  programs.     JOBS  also 
includes  basic  education  in  its  array  of  services  offered,  which 
should  benefit  the  most  disadvantaged  welfare  recipients. 

While  we  believe  that  JOBS  has  the  potential  to  achieve  its 
goal  of  increased  employment  and  decreased  welfare  dependency  for 
more  disadvantaged  welfare  recipients,  there  are  many  gaps  in  our 
knowledge  about  the  impacts  of  specific  types  of  programs  on 
particular  subgroups  of  recipients.     Therefore,  we  have  undertaken  a 
multi-year  evaluation  of  the  JOBS  program,  which  will  fill  some  of 
these  information  gaps  and  enable  states  to  design  more  effective 
JOBS  programs  in  the  future. 


GROWTH  OF  AFDC  CASELOAD 

Federal  welfare  payments  are  expected  to  increase  by  $1.1  billion  in 
FY  1992,   for  a  total  of  $14.5  billion.     The  number  of  families 
receiving  AFDC  benefits  is  expected  to  grow  to  4.46  million  in  FY 
1992,  compared  to  3.97  million  in  1990. 

Question.     What  are  the  major  reasons  for  the  growth  in  welfare 
costs,  and  the  increasing  caseload? 

Answer.     We  are  concerned  about  the  increase  in  the  AFDC 
caseload,  but  do  not  yet  fully  understand  its  causes.     The  rise  in 
the  caseload  began  to  accelerate  during  the  fall  of  1989  and  has 
persisted  through  calendar  year  1990. 

Our  analysis,  which  has  been  supplemented  by  input  from  state 
welfare  officials,  points  to  a  number  of  causes  for  the  increase. 
All  probably  had  some  influence  in  differing  degrees  from  region  to 
region  across  the  United  States. 

Economic  factors,  especially  increasing  unemployment,  are  one 
likely  cause  of  the  rising  caseload.     Administrative  changes  in  the 
welfare  system,  such  as  expansion  and  outreach  in  Medicaid  and 
greater  integration  among  welfare  programs,  are  other  possible 
factors.     Some  States,  such  as  California,  Florida  and  Texas,  also 
believe  they  may  be  experiencing  the  effects  of  immigration  reform, 
which  may  have  increased  the  rate  of  participation  in  AFDC  by 
American-born  children  of  legalized  aliens.     Contributing  demographic 
factors  include  increasing  birthrates  and  a  rise  in  divorces  and  out- 
of-wedlock  births. 
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We  are  continuing  to  look  at  caseload  trends  and  are  planning 
to  initiate  a  comprehensive  study  of  factors  affecting  AFDC  caseload 
size.     We  expect  to  initiate  this  study  prior  to  the  end  of  the 
fiscal  year.     In  addition,  we  will  continue  to  assess  information  as 
it  becomes  available  from  States  and  other  sources. 

Question.     Are  States  reporting  difficulties  keeping  up  with 
growing  AFDC  workloads? 

Answer.     A  number  of  States  have  indicated  that  growing 
caseloads,   sometimes  combined  with  staff  cutbacks,  are  making  it 
harder  to  meet  several  of  the  AFDC  requirements,  including: 
processing  timely  applications  within  45  days;     completing  a 
redetermination  at  6  month  intervals;     processing  and  completing 
independent  verification  of  computer  match  information  under  the 
income  and  eligibility  verification  system  (lEVS).     In  order  to 
process  the  growing  workload,   some  States  have  modified  their 
standard  verification,   error  reduction  and  fraud  prevention 
procedures . 

Question.     Is  the  JOBS  program  having  any  measurable  effect  in 
controlling  welfare  costs? 

Answer.     Although  the  Family  Support  Act  was  passed  in  October, 
1988,   States  could  not  begin  operating  JOBS  programs  until  July,  1989 
and  had  until  October,   1990  to  actually  initiate  a  JOBS  program.  In 
addition.  States  have  until  October,  1992  to  implement  statewide. 
Therefore,   it  is  too  early  to  say  that  JOBS  has  had  a  measurable 
effect  on  controlling  welfare  costs.     We  are  encouraged  by  the 
efforts  of  States  to  implement  the  program  in  view  of  the  other 
challenges  that  they  are  facing. 

Question.     Does  the  growing  costs  of  welfare,   for  which  the 
States  pay  up  to  half,  threaten  their  ability  to  meet  the  matching 
requirements  for  participation  in  the  JOBS  program? 

Answer.     States  are  not  expected  to  avail  themselves  of  all 
available  Federal  funding  before  1996.     State  budget  deficits,  as 
well  as  the  increasing  AFDC  caseload,  may  affect  States'  ability  to 
expand  programs  at  the  projected  rate.     However,  States  are  not 
mandated  to  have  statewide  programs  until  October  1,  1992. 

Question.     What  lessons  are  to  be  learned  from  the  State  of 
Wisconsin,  which  is  bucking  the  national  trend  of  increased  welfare 
costs? 

Answer.     Just  as  the  reasons  for  the  national  caseload  increase 
appear  to  be  quite  complex  and  are  not  fully  understood,   so  are  the 
reasons  for  the  lack  of  caseload  increase  in  Wisconsin. 

We  believe  that  the  strong  economy  in  Wisconsin  has  contributed 
to  the  stability  of  its  AFDC  caseload.     Wisconsin's  unemployment  rate 
in  December  1990  was  only  4.4  percent,   compared  to  the  national  rate 
of  5.9  percent.     In  the  Milwaukee  metropolitan  area,  where  over  40 
percent  of  the  State's  AFDC  families  live,  unemployment  was  only  3.6 
percent  last  December. 

Other  factors  also  are  probably  contributing  to  Wisconsin's 
success  in  keeping  its  AFDC  caseload  down.     The  caseload  in  several 
other  states  stayed  essentially  flat  from  July  1989  to  November  1990, 
including  states  as  diverse  as  Iowa  and  Louisiana. 


REFUGEES 

It  appears  you  are  requesting  a  lump-sum  appropriation,  to 
replace  the  several  line  items  that  currently  make  up  the  Refugee 
Assistance  account. 
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Question.     What  is  the  reason  for  such  a  change? 

Answer.     We  are  not  requesting  any  change  in  the  appropriation 
structure  for  this  account.     At  the  time  the  budget  was  submitted,  we 
did  not  recommend  a  distribution  of  the  appropriation  by  activity 
because  of  uncertainties  about  the  refugee  flow  and  the  funding  needs 
for  cash  and  medical  assistance.     The  principal  question  is  how  much 
will  be  needed  to  continue  the  special  programs  of  refugee  cash 
assistance  and  refugee  medical  assistance  (RCA  and  RMA)  during  a 
refugee's  first  12  months  in  the  U.S. 

As  soon  as  we  have  more  information  on  States'  current  FY  1991 
expenditures,  we  will  be  able  to  estimate  this  better,  and  we  expect 
to  provide  the  Committee  with  a  proposed  distribution  of  funds  by 
activity  in  May. 


\     ^  ,   ,  '  ,     DROP-OFF  IN  EDUCATIONAL  CLASSES 

By  the  end  of  calendar  1990,  amnesty  applicants  were  required  to  have 
completed  educational  courses  and  passed  English/civics  exams,  to 
avoid  reverting  to  illegal  alien  status. 

Question.  How  many  amnesty  applicants  have  reverted  to  illegal 
alien  status? 

Answer.     The  Immigration  And  Naturalization  Service,  U.S. 
Department  of  Justice,  which  handles  adjudication  of  these  cases, 
does  not  keep  statistics  on  the  number  of  applicants  who  have 
reverted  to  illegal  alien  status  because  of  failure  to  complete 
educational  courses  and  pass  English/civics  exams. 

Question.     Do  you  expect  to  see  a  significant  drop-off  in 
educational  classes  in  FYs  1991  and  1992,  when  further  attendance  is 
strictly  voluntary? 

Answer.     Yes,  FY  1991  applications  indicate  that  enrollment  in 
educational  classes  is  beginning  to  decline.     This  decline  is 
expected  to  accelerate  in  FY  1992.     In  terms  of  costs,  updated  costs 
for  adult  education  for  FY  1990  were  $243  million;  however.  States' 
estimates  for  costs  for  adult  education  for  FY  1991  totaled  only 
$174  million,   a  decrease  of  $69  million  or  28  percent. 


COMMUNITY  SERVICES  DISCRETIONARY  GRANTS 

Question.     What  has  been  done  to  eliminate  the  backlog  of 
community  services  discretionary  grants  awaiting  closeout?  What 
recoveries  of  grant  funds  have  resulted? 

Answer.     In  February  1991,  staff  in  the  FSA  Discretionary 
Grants  and  Contract  Review  Branch  reached  its  FY  1991  professional 
staffing  complement  of  eight  grants  management  specialists.  These 
personnel  resources  to  date  have  been  directed  towards  the  acceptance 
of  the  terms  and  conditions  placed  upon  grants  awarded  in  the  last 
quarter  of  FY  1990,  negotiation  and  award  of  FY  1991  grants,  and  on 
the  grants  management  clearance  for  FY  1991  program  announcements. 
FSA's  request  for  the  Program  Administration  account  includes 
additional  staffing  in  FY  1992  to  accomplish  closeouts  and  closer 
monitoring  of  grantees'   financial  performance,   in  addition  to  other 
FSA  responsibilities. 
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While  we  do  not  track  recoveries  resulting  from  closeout 
separately  from  other  recoveries  such  as  those  resulting  from  audit 
findings,  program  reviews,  and  other  monitoring  activities,  FSA  has 
been  able  to  determine  that  in  the  last  12  months,  about  125 
community  services  discretionary  grants  have  been  closed,  with  over  , 
$2.5  million  of  Federal  funds  recovered. 

Question.     How  has  discretionary  grant  monitoring  been 
strengthened?     Are  financial  and  progress  reports  being  received 
timely  and  evaluated?     Are  on-site  reviews  conducted  timely  and  are  ^ 
appropriate  actions  taken  on  problems  disclosed?  ^ 

Answer.     A  computerized  grantee  data  base  system  has  been 
developed  which  facilitates,  among  other  things,  tracking    receipt  of 
program  and  financial  reports;  accounting  for  the  purchase  of  such 
assets  as  equipment  and  property;  and  the  review  of  accomplishments 
reported  by  grantees  and  documentation  of  on-site  visits  including 
problems  identified,   actions  recommended,   and  actions  taken;  and  the 
production  of  delinquency  letters  related  to  program  and  financial 

reports.     The  system  also  provides  program  and  financial  managers 
with  the  ability  to  monitor  and  assure  the  currency  of  the  data, 
including  the  receipt  and  analysis  of  reports,  and  the  actions  taken 
to  address  problems.     In  addition,   funds  for  on-site  monitoring  have 
been  increased  by  24  percent  which  will  assure  that  approximately  64 
percent  of  the  FY  1990  grantees  are  monitored  on  site. 

Question.     What  actions  have  been  taken  to  assure  free  and  open 
competition  for  discretionary  grants?     In  FY  1990  how  many  awards 
were  made  on  an  "urgent"  basis  outside  of  the  regular  awarding 
process?     How  many  dollars  were  involved?     How  do  these  statistics 
compare  to  those  of  the  prior  2  fiscal  years? 

Answer.     We  have  reconsidered  the  approaches  previously 
enunciated  in  our  discretionary  grants  program  announcements  and  are 
updating  standing  announcements.     We  are  also  reviewing  procedures 
related  to  the  specifications  of  annual  announcements.     It  is 
expected  that  when  discretionary  grant  announcements  define  the 
potential  for  multi-year  projects,   instead  of  shorter-term  projects, 
applications  from  organizations  which  would  not  have  been  interested 
in  responding  for  one-year  projects  because  of  the  start-up  costs 
will  be  stimulated. 

Out  of  a  total  of  over  300  discretionary  grants  issued  in  FY 
1990,  only  seven  grants  were  awarded  on  an  unsolicited  basis,  none  of 
which  was  defined  as  urgent.     In  FY  1989,   four  unsolicited  grants 
were  awarded,  none  of  which  was  defined  as  urgent.     In  FY  1988,  four 
unsolicited  grants  were  awarded,  two  of  which  were  defined  as  urgent. 
The  total  dollar  amount  for  these  two  urgent  grants  was  $475,000, 
including  $136,000  funded  out  of  FY  1989  appropriations.     Over  230 
discretionary  grants  were  issued  in  FY  1989  and  more  than  210  in  FY 
1988. 

Question.     How  may  discretionary  grants  received  no-cost 
extensions  in  FY  1990  and  how  does  this  compare  to  the  prior  2  fiscal 
years? 

Answer.     In  FY  1990,  FSA  approved  about  140  no-cost  grant 
extension  actions  against  the  pool  of  all  prior-year,  active  grants. 
In  programs  like  Urban  and  Rural  Economic  Development,  numerous 
grantees  receive  no-cost  extensions  because  of  the  impact  of  any 
local-level  delay  on  a  work  program  which  requires  the  purchase  of 
property,  contracting,  and  permits. 

In  FY  1988,  FSA  executed  about  105  no  cost  grant  actions.  Data 
are  not  available  for  FY  1989,  but  we  believe  that  the  number  of 
actions  would  have  been  relatively  constant  at  about  100  per  year. 
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Question.     Has  a  grants  administration  manual,  approved  by  the 
HHS  grants  management  office,  been  developed  and  distributed  to 
discretionary  grants  program  staff?     Has  training  been  conducted? 

Answer.     FSA's  recently  augmented  staff  in  the  Discretionary 
Grants  and  Contract  Review  Branch  has  been  focused  primarily  on  such 
urgent  activities  as  negotiating  and  awarding  current  grants  and 
issuing  grant  announcements  and  guidelines.     While  an  FSA  grants 
administration  manual  has  not  yet  been  developed,     we  have  begun 
developing  policy  memos  on  the  most  critical  topics  this  year,  which 
will  be  released  following  in-house  review  and  clearance  by  the  HHS 
Office  of  Acquisition  and  Grants  Management.     We  have  met  with  staff 
of  two  program  offices  to  discuss  initiating  the  application  of 
several  areas  of  policy  as  they  develop  and  will  continue  to  do  so  as 
relevant  issues  arise.     In  addition,   in  FY  1991  FSA  contracted  with 
the  Public  Health  Service  to  conduct  training  for  program  and 
financial  management  staff  in  many  aspects  of  grants  administration. 


DEMONSTRATION  PARTNERSHIP  PROGRAM 

Last  year  this  Committee  provided  nearly  $1  million  of  Demonstration 
Partnership  Funds  for  programs  directed  to  special  populations. 
Ongoing  efforts  in  Milwaukee,  Boston,  Fresno,  Philadelphia  and  Des 
Moines  were  brought  to  the  attention  of  the  Department  so  that  the 
programs  in  these  cities  would  receive  strong  consideration  for 
funding  under  this  new  program. 

Question.     What  is  the  status  of  these  funds? 

Answer.     It  should  be  noted  that  the  FY  1991  appropriations  did 
not  include  funds  targeted  directly  to  special  populations.  However, 
FSA  plans  that  the  FY  1991  Program  Announcement  covering  the 
Demonstration  Partnership  Program  will  include  a  specific  set-aside 
of  funds  for  projects  directed  to  special  populations.  All 
applications  submitted  under  this  category  will  be  evaluated 
competitively  and  highly  ranked  applications  will  be  considered  for 
funding. 


-     '  COMMUNITY  SERVICES  DISCRETIONARY  GRANTS 

The  Secretary  made  his  last  report  to  the  Congress  on  CSBG 
Discretionary  program  in  June  1989.     That  report  indicated  that 
grants  made  with  FY  1988  discretionary  funds  had  led  to  real 
achievements  which  improve  the  quality  of  life  for  poor  people 
including,  creating  business  and  job  opportunities  for  low  income 
people  and  attracting  investment  to  poor  communities,  improving 
housing  and  community  facilities  in  rural  areas. 

Question.     Why  doesn't  the  report  mention  the  accomplishments 
of  the  National  Youth  Sports  Program? 

Answer.     Accomplishments  of  the  National  Youth  Sports  Program 
were  included  in  the  report  to  the  Congress  covering  grants  made  in 
FY  1987  and  will  be  included  in  the  report  covering  those  made  in  FY 
1989.     Accomplishments  for  this  program  were  omitted  inadvertently  in 
the  report  covering  grants  made  in  FY  1988. 

Question.     With  such  a  record  of  accomplishment,  what  is  the 
rationale  for  terminating  programs  for  community  economic 
development,  rural  housing  and  community  facilities  assistance? 

Answer.     Funding  from  other  sources  is  available  to  continue 
these  progress.     Local  organizations  that  historically  have  received 
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funds  under  these  discretionary  progrsuns  have  been  successful  in 
obtaining  funding  for  these  programs  from  such  other  sources  such  as 
Job  Training  Partnership  Act  (Labor),  Farmer  Home  Administration 
(Agriculture),  Community  Development  Block  Grant  (CDBG), 

Environmental  Protection  Agency  (EPA),  Indian  Health  Service,  State 
and  local  units  of  government,  bond  issues,  and  the  Appalachian 
Regional  Commission. 

Question.     The  Inspector  General  has  been  critical  of  the 
monitoring  and  administration  of  the  discretionary  programs.  What 
steps  have  you  taken  to  increase  staff  and  administrative  support  to 
the  discretionary  programs? 

Answer.     Since  September  of  FY  1990,   five  professional  staff 
have  been  recruited  for  the  FSA  Discretionary  Grants  and  Contact 
Review  Branch,  bringing  the  staff  to  its  ceiling  of  eight  grants 
management  specialists.     In  addition,  on-site  monitoring  of  grantees 
has  been  given  renewed  emphasis  and  resources.     Our  FY  1992  request 
for  the  Program  Administration  account  requests  additional  resources 
to  help  correct  these  deficiencies,  as  well  as  to  administer  recently 
enacted  programs.     Funds  for  on-site  monitoring  have  been  increased 
by  24  percent  over  those  expended  in  FY  1990.     An  additional  program 
chief  has  been  assigned  to  manage  several  of  the  discretionary  grants 
programs. 


HOMELESSNESS 

Question.     The  101st  Congress  appropriated  over  $41  million  in 
Fy91  funding  and  authorized  $50  million  for  FY92  for  the  McKinney 
Emergency  Community  Services  for  the  Homeless  program.     Why  has  the 
Administration  rec[uested  no  funding  for  this  program  in  its  FY92 
budget  request? 

Answer.     The  Emergency  Community  Services  Homeless  Grant 
Program  allocates  funds  by  formula  to  states  and  Indian  tribes. 
Distributed  primarily  to  community  action  agencies  and  migrant  farm 
worker  organizations,   funds  are  generally  used  to  augment  other 
community  efforts  to  provide  outreach,  emergency  shelter,  comprehen- 
sive services,  and  to  promote  private-sector  assistance  to  the 
homeless  population.     Up  to  25  percent  of  the  funds  may  be  used  to 
prevent  at  risk  people  from  being  evicted  from  their  homes. 

Such  services,  however,  are  already  funded  under  numerous  other 
service  authorities  including  the  Social  Services  Block  Grant 
program,  the  Community  Development  Block  Grant  progreun,  the 
AFDC/Emergency  Assistance  program  and  most  of  the  other  McKinney 
Homeless  Assistance  Act  programs,  particularly,  the  Emergency  Shelter 
Grant  program  at  HUD  and  the  Emergency  Food  and  Shelter  program  at 
FEMA. 

In  FY  1992,  no  funding  is  requested  for  this  program.  Instead, 
additional  funds  are  requested  in  Public  Health  Service  to  1)  expand 
primary  health  care  services  to  the  homeless  population,  2)  expand 
services  for  the  hardest  to  reach  homeless  people;  those  with  co- 
occurring  mental  health  and  substance  abuse  problems,  and  3)  create  a 
consolidated  demonstration  program  for  innovative  delivery  of 
comprehensive  services  to  homeless  individuals  and  families. 

Question.     Emergency  Community  Services  for  the  Homeless 
program  is  currently  the  major  McKinney  Homeless  Assistance  program 
that  includes  homeless  prevention  activities  such  as  mediation  for 
landlord-tenant  disputes  and  short  term  payments  to  prevent 
evictions.     Do  you  agree  that  these  targeted  services  to  prevent 
horaelessness  are  needed? 

Answer.     Authority  for  targeted  services  to  prevent 
homelessness  are  certainly  needed.     Fortunately  there  are  numerous 
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other  Federal  programs  that  are  used  for  this  purpose.     In  addition, 
to  the  Emergency  Community  Services  Homeless  Grant  Program  (EHP),  and 
the  Emergency  Shelter  Grant  (ESG)  program,  the  Emergency  Food  and 
Shelter  program,  AFDC  Special  Needs  Allowances,   and  Social  Services 
Block  Grant  funds  can  be  and  are  used  to  prevent  evictions. 

Question.     The  101st  Congress  authorized  $55  million  for  a  new 
McKinney  Act  demonstration  program  for  homelessness  prevention — 
family  support  centers  at  or  near  public  housing.     Why  has  the 
Administration  not  requested  funding  for  this  program? 

Answer.     The  Department  has  ample  authbrity  and  ongoing  support 
for  family  support  projects.     In  addition  to  the  Comprehensi^'e  Child 
Development  Centers  program  for  which  $25  million  will  be  spent  in  FY 
1991,   the  Head  Start  Program  also  funds  several  family  support  center 
demonstrations  to  provide  support  services  for  parents  of  low  income 
children  enrolled  in  Head  Start.     Under  a  Memorandum  of  Understanding 
signed  between  Secretary  Sullivan  and  Secretary  Kemp  in  1990,   a  HHS 
and  HUD  working  group  is  planning  a  competition  in  FY  1991  for  up  to 
10  projects  that  integrate  services  for  low  income  families  in  public 
housing. 

Local  providers  frequently  express  frustration  at  having 
assistance  for  these  populations  fragmented  in  a  manner  that  requires 
multiple  applications  to  piece  together  comprehensive  services. 
Funding  another  program  in  this  area  would  in  our  opinion  add  to  that 
frustration. 

Question.     Congress  also  authorized  a  new  McKinney  Act 
demonstration  program  for  preventive  services  targeted  to  children  of 
homeless  families  or  families  at  risk  of  homelessness.     Why  has  the 
Administration  not  requested  funding  for  this  program? 

Answer.     There  are  many  existing  authorities  that  support 
prevention  services  to  children  of  homeless  families  or  families  at 
risk  of  homelessness.     In  addition  to  Family  Support  Center  type 
services  described  above,  the  Department  administers  a  range  of 
family  crisis  programs  that  target  at  risk  children  and  their 
families  to  prevent  abuse,  neglect,   inappropriate  out-of-home 
placements  and  to  foster  reunification  of  children  with  their 
families.     Funding  for  these  programs  listed  below  has  increased  from 
$75  million  in  FY  1989  to  a  FY  1992  request  level  of  $115  million. 
Figures  shown  are  the  Administration's  FY  1992  request  in  millions. 

Child  Abuse  State  Grants  ($19.5) 

Assists  states  to  improve  services  for  the  prevention  and 
treatment  of  child  abuse  and  neglect. 

Child  Abuse  Challenge  Grants  ($5.3) 

Assists  states  to  improve  services  for  the  prevention  and 
treatment  of  child  abuse  and  neglect. 

Runaway  and  Homeless  Youth  Program  ($35.1) 

Supports  360  centers  and  65,000  youth,  through  the  states, 
providing  crisis  counseling  and  other  services  to  re-unite 
7   clients  with  their  families.     Up  to  one  third  of  the  clients 
are  homeless. 

Transitional  Living  Program  ($9.9) 

Assists  homeless  youths  with  support  services  to  promote 
productive  adulthood  and  self-sufficient  living. 

Drug  Educational  Prevention  for  Runaway  and  Homeless  Youth 
($14.7) 

Awards  grants  to  reduce  and  prevent  the  illicit  use  of  drugs  by 
runaway  and  homeless  youth. 
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Emeroency  Child  Abuse  Prevention  Services  Grants  —  Substance 
Abuse  ($19.5) 

Supports  services  to  children  whose  parents  are  substance 
abusers  in  order  to  prevent  child  abuse  and/or  neglect. 

Family  Violence  ($10.7) 

Assist  states  in  supporting  programs  to  prevent  incidents  of 
family  violence  and  to  provide  immediate  shelter  and  related 
assistance  for  victims  of  feunily  violence  and  their  dependents. 

Question.     Does  the  Family  Support  Administratipn  propose  to 
play  any  role  in  preventing  homelessness  and  meeting  the  special 
needs  of  homeless  faunilies? 

Answer.     In  terms  of  preventing  homelessness,  the  Family 
Support  Administration  operates  a  range  of  assistance  programs  that 
maintain  fcimilies  and  children  in  their  homes  and  in  their 
communities.     The  Title  IV-A  progreuns  include  basic  financial  support 
and,  in  the  event  of  emergencies,  there  are  supplemental  resources 
that  may  be  used.     In  FY  1992,  the  AFDC  and  Emergency 
Assistance  programs  will  provide  an  estimated  $247.6  million  in 
temporary  shelter  and  housing  assistance  to  families  who  otherwise 
would  be  homeless.     The  recent  implementation  of  the  Family  Support 
Act  and  the  JOBS  program  provide  additional  services  and  support  that 
are  intended  to  achieve  self-sufficiency  for  these  needy  families. 
These  programs  demonstrate  explicitly  our  intentions  and  plans  to 
prevent  homelessness. 

Insofar  as  "meeting  the  special  needs  of  homeless  families," 
after  emergency  shelter  is  secured  for  the  feunily,  it  is  critical  to 
provide  the  financial  and  economic  lifelines  to  stabilize  the 
families  in  need.     The  agency  continues  to  provide  encouragement  for 
demonstration  and  leading  edge  programs  that  promote  community 
responses  to  the  conditions  that  lead  to  homelessness  through  the 
mobilization  of  diverse  sectors  and  resources. 


EMERGENCY  ASSISTANCE 

Question.     How  are  States  currently  aiding  homeless  families? 
With  Title  IV-A  funds? 

Answer.     States  are  using  Title  IV-A  funds  to  assist  the 
homeless  in  a  number  of  ways.     First,  the  Aid  to  Families  with 
Dependent  Children  (AFDC)  program  does  not  have  a  residency 
requirement.     Homeless  families  who  apply  for  and  meet  the 
eligibility  requirements  are  entitled  to  AFDC  money  payments  and 
Medicaid  benefits. 

For  the  AFDC  eligible  homeless.   States  also  meet  a  variety  of 
their  needs  through  optional  "special  needs."     Included  are  items 
such  as:     special  clothing  or  clothing  replacement,  expenses  caused 
by  catastrophe  or  eviction,  excess  cost  of  shelter,   fuel,  or 
utilities,  repair  of  property,  household  furnishings,  and  moving  and 
storage  expenses. 

For  example.  New  York  provides  an  AFDC  "special  need"  to  cover 
costs  of  Tier  I  and  Tier  II  shelters.     These  shelters  provide 
transitional  living  accommodations.     Tier  I  shelters  have  large  open 
sleeping  areas  and  are  intended  for  short  stays;     Tier  II  shelters 
have  private  sleeping  quarters  and  are  used  for  more  extended  stays. 
Both  types  of  shelters  provide  social  services  such  as  child  care, 
recreation,   and  health  screening. 

Second,  through  the  Emergency  Assistance  program,   an  optional 
complement  to  the  AFDC  program,   many  States  provide  temporary 
financial  assistance  and  services  to  families  experiencing  an 
emergency.     Federal  matching  at  a  50%  rate  is  available  for  emergency 
assistance  that  the  State  authorizes  during  a  maximum  of  one  period 
of  30  consecutive  days  in  any  12  consecutive  months. 
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Emergency  Assistance  funds  have  been  used  to  pay  for  the  cost 
of  providing  temporary  shelter,   storing  or  replacing  household  goods, 
and  reimbursing  the  expenses  of  moving  a  family  to  a  new  home  or 
returning  a  family  to  a  former  home.     States  are  given  the 
flexibility  within  broad  Federal  guidelines  to  determine  EA 
eligibility  requirements  as  well  as  specify  what  needs  the  program 
will  cover.     All  together,  32  States  and  territories  have  chosen  to 
participate  in  this  program.     Thirty  States  use  EA  funds  to  shelter 
homeless  families  or  to  prevent  evictions,  and  eight  States  use  them 
to  provide  temiporary  shelter  for  families  in  hotels  or  motels. 

Question.     When  do  you  expect  the  final  Emergency 
Assistance/AFDC-special  needs  regulations  to  be  issued?     On  October 
2,  1991? 

Answer.     A  Notice  of  Proposed  Rule-making  (NPRM)  on  Emergency 
Assistance  (EA)   is  under  development.     The  NPRM  is  being  developed 
along  the  lines  of  the  recommendations  submitted  to  Congress  in  July 
1989  in  a  report  entitled.  Use  of  the  Emergency  Assistance  and  AFDC 
Programs  to  Provide  Shelter  to  Families.     In  the  report,  the 
Department  recommended  issuing  a  rule  to  prohibit  reimbursement  under 
the  EA  program  for  assistance  for  periods  beyond  30  consecutive  days 
in  a  12-month  period  while: 

'  • —  continuing  to  allow  use  of  EA  funds  to  prevent  evictions 
and  utility  cut-offs  by  paying  past  due  rent  and  utility 
costs,  and 

—        assisting  homeless  f aunilies  to  secure  permanent  housing 
by  covering  the  first  month's  rent  and  security  deposit. 

In  the  Omnibus  Budget  Reconciliation  Act  (OBRA)  of  1989,  the 
Congress  permitted  HHS  to  issue  revised  proposed  regulations 
incorporating  the  recommendations  included  in  the  Department's  1989 
Report  to  Congress.     OBRA  1990  extended  the  moratorium  on  the  final 
rule  becoming  effective  before  September  30,  1991.     As  a  result,  we 
will  not  publish  a  rule  that  becomes  effective  before  October,  1991. 


^  CHILD  SUPPORT  ENFORCEMENT 

Question.     What  effect  will  the  Child  Support  Enforcement 
provisions  of  the  Family  Support  Act  of  1988  have  on  net  public 
savings?     Will  any  of  the  1988  provisions  result  in  more  efficient 
State  programs?  How? 

Answer.     Even  after  full  implementation  of  the  Feunily  Support 
Act's  Child  Support  provisions,  aggregate  program  costs  will  continue 
to  exceed  applicable  AFDC  collections  for  the  immediate  future.  So 
long  as  the  majority  of  the  collections  come  on  behalf  of  non-AFDC 
families,   for  which  the  State  and  Federal  government  get  no  direct 
benefit,  this  situation  is  likely  to  continue. 

Certain  of  the  1988  provisions  will  result  in  more  efficient 
programs.     For  example,  immediate  income  withholding  will  reduce  the 
need  to  locate  obligors  and  employers  subsequent  to  entry  of  a 
support  order  and  failure  to  pay  mandated  support  by  initiating 
withholding  at  the  time  the  order  is  entered.     The  program  standards 
and  timeframes  for  providing  services  mandated  by  the  1988  Amendments 
will  also  result  in  improvements  in  program  and  case  management,  an 
area  sorely  in  need  of  attention  and  improvement.     The  requirement 
that  guidelines  be  a  rebuttable  presumption,  as  opposed  to  advisory, 
in  setting  support  awards  in  the  States,  will  ensure  consistency  in 
eunounts  awarded  as  well  as  streamline  the  support  establishment 
process  in  courts  or  administrative  bodies  by  eliminating  extended 
debate  on  the  appropriate  amount  of  support,  except  in  exceptional 
cases.     Finally,  the  requirement  for  periodic  review  and  modification 
of  support  orders  will  ensure  that  the  amount  of  support  remains 
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equitable  over  time  and  through  changes  in  the  circumstances  of  all 
parties  involved. 

Question.     Do  you  expect  the  proposed  changes  to  the  child 
support  enforcement  incentive  payment  structure,  as  outlined  in  the 
FY  1992  Budget,  to  result  in  net  prograun  savings  for  taxpayers?  If 
so,  how? 

Answer.     The  FY  1992  proposal  assumes  that  changes  in  the 
incentive  payment  structure  will  reduce  Federal  costs  by  $54  million 
in  FY  1992  which  is  insufficient  to  generate  a  net  public  savings  to 
the  taxpayer  in  this  program.     However,  to  the  extent  that  the 
bonuses  built  in  to  this  proposal  encourage  increased  establishment 
of  paternities  and  support  orders,  especially  on  behalf  of  AFDC 
recipients,  collections  should  also  increase,  resulting  in  increasing 
program  savings. 

Question.     Have  the  paternity  standards  enacted  by  the  1988  Act 
increased  the  annual  number  of  paternity  determinations?    Why  have 
States  had  such  a  bad  record  in  establishing  paternities? 

Answer.     There  is  evidence  that  the  States  are  beginning  to 
increase  paternity  establishment,  but  the  evidence  is  only 
suggestive.     Definitive  evidence  will  come  from  further  experience 
with  the  statutory  paternity  establishment  performance  standard,  that 
takes  effect  in  FY  1992.       The  number  of  paternities  established  for 
AFDC,  non-AFDC,  and  AFDC  arrears  only  cases  has  increased  28  percent 
in  the  last  two  years; 

FY  1988  -  306,098 
FY  1989  -  335,589 
FY  1990  -  390,650 

Likewise,  birth  rates  to  both  single  and  married  mothers  have 
increased. 

Some  States  seem  to  believe  that  paternity  establishment  is  not 
cost-effective,  that  the  majority  of  such  births  occur  to  teenaged 
fathers  who  have  no  jobs  and  cannot  pay  anyway.     The  costs  of 
establishing  paternity,   from  this  perspective,   are  more  than  the 
expected  collections.     Others  use  ineffective  techniques  for 
establishing  paternity  or  have  trouble  obtaining  state-of-the-art 
genetic  testing  techniques.     Paternity  thus  becomes  a  low  priority 
for  them. 

Fortunately,  these  perceptions  are  not  accurate.  Research 
indicates  that  in  the  aggregate,  paternity  establishment,  over  time, 
is  cost-effective.     Most  teenaged  fathers  eventually  get  jobs  and 
eventually  are  capable  of  paying  child  support  -  if  paternity  has 
been  established  previously.     The  longer  establishment  is  put  off  the 
more  difficult  it  becomes.     In  addition,  and  if  not  perhaps  more 
important,  paternity  establishment  has  clear  social  benefits  that 
can't  be  overlooked,  e.g.,  establishing  inheritance  rights  and 
providing  valuable  medical  information  about  the  parent  that  could 
impact  on  the  child's  health. 

Question.     By  definition,  a  large  segment  of  the  Child  Support 
Enforcement  program,  namely  the  non-AFDC  component,  provides  no 
direct  savings  to  the  States  or  the  Federal  Government.     Does  the 
Administration  hold  the  view  that  the  intangible  benefits  (i.e., 
welfare  cost  avoidance,  etc.)  of  the  Child  Support  Enforcement 
program  outweigh  consideration  of  cost-effectiveness? 

Answer.     The  need  for,  and  benefits  of,  providing  services  to 
non-AFDC  families  was  recognized  in  1975  when  the  Congress  first 
extended  availability  of  child  support  enforcement  services  under  the 
IV-D  program  to  those  families.     The  importance  of  providing  these 
vital  services  has  continued  since  that  time,  and  was  reiterated  by 
language  added  to  Title  IV-D  of  the  Social  Security  Act  in  the  1984 
Amendments. 
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The  Administration  agrees  that  IV-D  services  are  essential  to 
non-AFDC  families,  often  helping  them  to  maintain  or  attain  self- 
sufficiency.     The  welfare  cost  avoidance  factor,  measured  to  be 
approximately  $1  in  savings  to  the  AFDC,  Food  Stamps  and  Medicaid 
programs  for  every  $5  in  non-AFDC  collections,  remains  valid. 
Further,  the  long-range  financial  benefits  of  paternity  establishment 
significantly  outweigh  the  initial  investment  in  terms  of  support 
collected,  even  if  such  collections  are  not  immediately  forthcoming. 

Question.     Is  it  true  that  most  States  currently  do  not  charge 
a  fee  to  non-AFDC  families  who  apply  for  Child  Support  Enforcement 
services.     If  so,  what  reasons  do  the  States  give  for  this  policy? 

Answer.     Current  statute  requires  an  application  fee  of  no  more 
than  $25  be  charged  for  IV-D  services,  but  allows  the  State  to  pay 
the  fee  out  of  State  funds,   charge  the  applicant,  or  attempt  to 
recover  the  fee  from  the  obligor.     As  a  result,  many  States  absorb 
the  application  fee  or  impose  a  minuscule  fee,  such  as  one  dollar  or 
less,  to  avoid  charging  any  non-AFDC  applicant  a  fee.  State's 
reasons  may  include  that  absorbing  the  fee  is  administratively 
simpler  than  collecting  a  fee  in  each  case,  a  belief  that  services 
should  be  provided  without  cost  to  the  applicant  and  that  in  light  of 
generous  Federal  funding  for  support  enforcement  services,  the  dollar 
cost  to  the  State  of  absorbing  a  nominal  fee  outweighs  the  potential 
consumer  resistance  to  a  higher  fee  structure. 

QUESTIONS  SUBMITTTED  BY  SENATOR  ARLEN  SPECTER 

-    LOW  INCOME  HOME  ENERGY  ASSISTANCE 

Question.     A  recent  GAO  report  examining  the  effect  of  funding 
cuts  in  the  LIHEAP  program  found  800,000  fewer  households  received 
assistance  between  FY*  86-89,  a  cut  of  12  percent.     In  Pennsylvania 
the  cut  was  over  20  percent.     Given  these  cuts,  the  instability  of 
energy  prices  and  the  uncertainty  of  the  nation's  economy,  why  does 
the  administration  recommend  cutting  the  program  another  40  percent? 

Answer.     In  viewing  the  need  for  LIHEAP  assistance,  it  is 
important  to  consider  what  is  happening  with  the  household  energy 
burden,  i.e.,  the  average  percent  of  household  income  that  is  spent 
on  home  energy.     The  President's  budget  takes  into  account  the 
average  decrease  in  household  energy  burden  that  has  occurred  between 
FY  1981  and  FY  1989. 

More  specifically,  the  average  percent  of  income  spent  by 
LIHEAP  recipient  households  for  home  heating  (after  the  receipt  of 
LIHEAP  heating  assistance)  declined  26  percent  from  2.7  percent  of 
household  income  in  FY  1981  to  2.0  percent  of  household  income  in  FY 
1989.     At  the  same  time,  the  average  percent  of  household  income 
spent  by  low  income  households  on  home  heating  and  cooling  declined 
32  percent  from  8.0  percent  of  household  income  to  5.4  percent  of 
household  income.     This  decline  in  the  household  energy  burden 
indicates  a  reduced  need  for  LIHEAP  in  offsetting  home  energy  costs 
as  a  percent  of  household  income. 

The  President's  budget  includes  a  request  for  a  FY  1992 
appropriation  of  $925  million  for  LIHEAP,  plus  a  $100  million 
contingency  fund  to  be  released  if  heating  oil  prices  are  more  than 
20  percent  above  historical  levels. 

Question.     Based  on  historical  state  patterns,  how  many 
households  do  you  estimate  will  be  eliminated  from  the  program  under 
your  proposal? 

Answer.     Because  LIHEAP  is  a  block  grant  which  affords  the 
grantees  flexibility  in  designing  their  energy  assistance  programs, 
there  is  no  direct  correlation  between  reductions  in  federal 
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appropriations  and  households  served.     The  LIHEAP  grantee  may 
supplement  their  federal  appropriation  with  State  or  oil  overcharge 
monies,  not  exercise  their  option  to  transfer  funds  out  of  LIHEAP 
into  other  block  grants,  eliminate  a  service  component  such  as  i 
cooling  or  weather izat ion  or  reduce  the  size  of  the  benefit  provided. 
Because  of  the  flexibility  of  the  block  grant,  we  are  unable  to 
estimate  the  number  of  households  that  will  be  served  under  any  level 
of  federal  appropriations. 

It  should  also  be  kept  in  mind  that  other  low  income  programs 
also  are  available  to  assist  with  shelter  costs,   including  housing 
programs,  AFDC,  SSI  and  other  indexed  entitlement  programs  which 
include  a  component  for  energy  costs  and  energy  price  increases. 

Question.     The  GAO  report  indicates  that  between  1985  and  1989 
there  was  a  growth  in  the  number  of  LIHEAP  households  with  elderly  or 
handicapped  individuals.     What  options  exist  for  these  households, 
which  often  are  on  fixed  incomes,  should  their  LIHEAP  benefits  be 
terminated? 

Answer.     The  LIHEAP  block  grant  statute  requires  grantees  to 
target  benefits  to  the  low  income  households  most  in  need.     It  also 
contains  provisions  to  assure  that  eligible  households — especially 
households  with  elderly  and  handicapped  members — are  made  aware  of 
LIHEAP  and  similar  assistance  and  that  eligible  individuals — 
especially  those  who  are  physically    infirm — have  the  opportunity  to 
apply  for  assistance  at  accessible  sites. 

Also,  there  are  a  number  of  sources  of  assistance  for  home 
energy  costs,   in  addition  to  LIHEAP.     LIHEAP  is  intended  to 
supplement  these  sources  and  the  household's  own  income.     Other  ^- 
Federal  programs,  such  as  SSI,  AFDC,  and  housing  subsidies,  provide  ^ 
assistance  for  home  energy  costs,  and  the  Department  of  Energy's 
Weatherization  Assistance  Program  helps  to  reduce  home  energy  bills. 
We  believe  that  States  share  responsibility  for  their  low  income 
citizens,  also.     States  can  designate  their  own  funds  for  LIHEAP  or 
can  use  other  programs  that  provide  assistance  for  home  energy  costs. 
Consistent  with  their  priorities.  States  can  designate  oil  overcharge 
funds  and  funds  from  two  other  HHS  block  grants  for  LIHEAP.  However, 
it  should  be  noted  that  the  majority  of  States  continue  to  transfer 
LIHEAP  funds  to  other  block  grants  and  no  transfers  were  made  into 
LIHEAP  in  FY  1989  and  FY  1990.     In  addition,  there  are  many  private 
sources  of  assistance,   including  utility  companies  (through  budget 
payment  plans,  for  example)  and  private  fuel  funds  and  weatherization 
efforts. 

Question.     How  much  did  the  states  receive  in  oil  overcharge 
funds  in  FY  '90  and  how  much  does  the  Department  estimate  will  be 
released  to  the  states  in  FY  '91  and  FY  '927 

Answer.  States  received  approximately  $135.2  million  from  oil 
overcharge  distributions,  all  from  Stripper  Well  funds.  This  $135.2 
million  includes  $123  million  from  Texaco  and  $12.2  million  in  other 
Stripper  Well  distributions. 

Based  on  our  communications  with  the  Department  of  Energy 
(DOE),  approximately  $100  to  $150  million  will  be  distributed  to  the 
States  each  year  for  FY  1991  and  FY  1992. 

Question.     What  percentage  of  the  oil  overcharge  funds 
allocated  to  the  states  in  FY  '89  and  FY  '90  were  used  for  LIHEAP? 

Answer.     The  Department  of  Energy  (DOE)  is  the  main  source  for 
information  and  estimates  regarding  the  amount  of  oil  overcharge 
funds  states  have  received  and  what  portions  states  have  designated 
for  the  eligible  programs.     DOE  provides  us  with  reports  on  the 
cumulative  dollars  designated  by  the  states  from  1986  to  date.  The 
information  does  not  specify  amounts  expended  in  each  fiscal  year  for 
LIHEAP  or  the  other  eligible  programs. 
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The  most  recent  report  from  DOE  shows  that  states  have 
designated  approximately  $4  billion  of  the  combined  Exxon  and 
Stripper  Well  funds  they  have  received  through  FY  1990.     Of  this  $4 
billion,  approximately  $895  million  has  been  designated  for  LIHEAP. 
This  is  about  22%  designated  for  LIHEAP  out  of  all  funds  designated 
for  the  eligible  programs. 

Question.     How  many  households  do  you  estimate  are  eligible  for 
LIHEAP  assistance?     What  percentage  of  the  eligible  population  did 
the  program  serve  in  FY  90  and  FY  91? 

Answer.     Our  latest  estimate  for  FY  1990  indicates  that  5.8 
million  households  were  assisted  with  heating  costs.     Based  on 
preliminary  estimates  of  eligible  households  derived  from  the  Bureau 
of  the  Census'  March  1990  Current  Population  Survey,  the  5.8  million 
households  constitute; 

o  23  percent  of  the  25.4  million  households  eligible  under 

the  federal  maximum  income  standard  and 

o  37  percent  of  the  15.7  million  households  eligible  using 

stricter  state  LIHEAP  income  standards. 

We  will  have  a  preliminary  estimate  in  April  1991  of  the  number 
of  households  that  states  plan  to  assist  in  FY  1991.     However,  we 
will  not  have  an  estimate  of  the  number  of  LIHEAP  eligible  households 
in  FY  1991  until  data  from  the  March  1991  Current  Population  Survey 
is  available  in  September  1991. 

Question.     What  is  the  average  income  of  LIHEAP  recipients? 
How  does  this  compare  to  the  average  income  nationally?    What  is  the 
average  cost  of  household  energy  costs? 

Answer.     Based  on  data  from  the  March  1990  Current  Population 
Survey  conducted  by  the  Bureau  of  the  Census,  the  average  income  of 
those  federally  eligible  LIHEAP  households  receiving  heating 
assistance  from  October  1990  -  March  1991  was  $7,861.     This  compares 
with  $9,747  for  all  federally  eligible  LIHEAP  households  and  $36,520 
for  all  U.S.  households.     We  should  have  FY  1990  data  on  household 
energy  costs  available  in  April  1991.     The  average  cost  of  household 
energy  costs  for  FY  1989  has  been  estimated  to  be  as  follows: 

o  for  total  residential  energy,  the  average  household  cost  was 

$1,110  for  all  households,  $973  for  low  income  households,  and 
$1,009  for  LIHEAP  recipient  households; 

o  for  home  heating,  the  average  household  cost  was  $377  for  all 

households,  $350  for  low  income  households,  and  $395  for  LIHEAP 
recipient  households;  and 

o  for  home  cooling,  the  average  household  cost  was  $137  for  all 

households,   $97  for  low  income  households,  and  $83  for  LIHEAP 
recipient  households. 


REFUGEE  RESETTLEMENT 

Question.     In  fiscal  years  1989  and  1990,  Congress  provided 
funding  to  meet  the  program  shortfalls  in  the  previous  fiscal  year 
for  the  Voluntary  Agency  Matching  Grant  Program.     Do  you  anticipate  a 
shortfall  in  the  program  for  fiscal  year  1991?     How  many  refugees 
were  resettled  under  the  program  in  FY  '89  and  FY  '90,  and  how  many 
do  you  project  will  be  resettled  in  FY  '91  and  FY  '92? 

Answer.     We  anticipate  having  sufficient  funds  to  cover  FY  1991 
arrivals.     In  FY  1989  and  FY  1990,  respectively,  32,265  and  33,580 
refugees  were  resettled  through  the  matching  grant  program. 
Approximately  40,000  refugees  are  expected  to  be  resettled  through 
the  matching  grant  program  in  FY  1991.     We  have  not  yet  projected  the 
number  for  1992. 
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Question.     When  and  how  will  decisions  be  made  on  the 
reconunended  allocation  to  the  Matching  Grant  Program  for  FY  '92. 

Answer.     We  expect  to  provide  the  Committee  with  a  proposed 
distribution  of  funds  by  budget  activity  in  May. 


COMMUNITY  SERVICES 


Questions.     On  July  3,  1989  Secretary  Sullivan  submitted  a 
report  on  the  Community  Food  and  Nutrition  Program.     Included  in  the 
report  was  an  overview  of  the  program's  accomplishments  as  well  as  a 
summary  of  the  FY  1987  program  grants.     Is  there  a  more  recent  report 
on  CFNP  grantees  and  accomplishments?     If  so,  please  provide  a  copy 
to  the  Subcommittee. 

Answer.     Yes.     The  FY  1988  CFNP  Annual  Report  is  in  final 
clearance  at  the  Department  of  Health  and  Human  Services  and  will  be 
submitted  in  the  near  future  to  the  Chairman  of  the  Committee  on 
Education  and  Labor  and  the  Chairman  of  the  Committee  on  Labor  and 
Human  Resources  as  mandated  by  legislation.     We  will  be  happy  to  make 
copies  available  to  this  Committee. 


CHILD  CARE  BLOCK  GRANT 


Question.     In  FY  1991  Congress  appropriated  $731.9  million, 
however,  these  funds  will  not  be  released  to  the  States  until 
September  7,  1991.     When  do  you  plan  to  issue  regulations  regarding 
the  use  of  these  funds. 

Answer.     The  Family  Support  Administration  is  moving  quickly  to 
issue  preliminary  guidance  on  the  Child  Care  and  Development  Block 
Grant  to  the  States.     We  plan  to  issue  regulations  by  late  spring. 

Question.     Will  the  block  grant  progrsun  address  the  need  for 
coordination  between  various  child  care  programs  to  ensure  that 
children  enrolled  in  part-day,  or  part-year  programs  have  easy  access 
to  complementary  child  care  services  that  could  provide  a  fcunily  with 
full-day  or  full  year  services. 

Answer.     The  Child  Care  and  Development  Block  Grant  Act 
requires  the  lead  agency  in  each  State  to  coordinate  the  provision  of 
Block  Grant  services  with  other  Federal,  State  and  local  child  care 
and  early  childhood  development  programs.     We  will  encourage  States 
to  develop  service  delivery  systems  which  provide  a  complete  day  of 
child  care  service  that  would  meet  the  varying  needs  of  children  and 
families. 

We  have  met  with  Head  Start  staff,  as  well  as  with 
representatives  from  a  number  of  national  child  care  and  development 
organizations  to  discuss  coordination  of  services.     In  addition,  as 
we    develop  the  regulations  for  the  Child  Care  and  Development  Block 
Grant,  we  are  considering  issues  of  coordination  with  At-Risk-Child 
Care,  Transitional  Child  Care  and  Title  IV-A  Child  Care. 


QUESTIONS  SUBMITTTED  BY  SENATOR  MARK  O.  HATFIELD 

Question.     In  my  experience  the  Community  Services  Block  Grant 
Program  provides  support  at  the  local  level  which  is  vital  for 
enabling  communities  to  respond  quickly  to  unmet  needs  of  low-income 
families  and  to  providing  emergency  assistance  in  times  of  crisis. 
Why  does  the  Administration  repeatedly  seek  to  eliminate  support  for 
the  block  grant? 
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Answer.     The  Administration's  request  for  the  Community 
Services  Block  is  based  on  the  fact  that  the  Community  Action 
Agencies  and  other  local  organizations  that  historically  have 
received  Community  Services  Block  Grant  and  discretionary  funds  have 
been  successful  in  obtaining  funding  for  similar  purposes  from  other 
sources.     In  general,  Community  Services  funds  now  represent  a  small 
fraction  of  the  operating  budgets  of  most  of  these  organizations. 
The  more  successful  of  these  organizations  are  no  longer  dependent  on 
the  Community  Services  funding.     Funding  for  services  provided  under 
CSBG  is  available  from  a  number  of  other  Federal  programs,  as  well  as 
State,   local  and  private  sources. 

Question.     Doesn't  this  run  counter  to  the  recent  talk  of 
returning  decisions  of  allocating  Federal  resources  to  the  State  and 
local  level. 

Answer.     No.     The  budget  request  for  CSBG  is  separate  from  the 
Administrations'  proposal  to  consolidate  a  variety  of  Federal 
programs  into  one  block  grant  to  States  and  allow  States  the 
flexibility  to  determine  the  purposes  for  which  funds  will  be 
allocated  at  the  local  level.     The  Administration's  request  reflects 
the  hard  choices  that  must  be  made  during  a  period  of  severe  budget 
constraints. 

Question.     To  what  extent  do  the  "other  Federal  funds"  which 
Community  Action  Agencies  receive  provide  the  same  degree  of 
flexibility  as  CSBG  dollars  responding  quickly  to  local  community 
needs? 

Answer.     Funds  from  other  Federal  sources  which  are  provided  to 
or  administered  by  CAAs  and  local  community  organizations  must  be  . 
used  for  the  purposes  mandated  by  the  Congress  in  the  authorizing 
legislation  for  the  various  programs.     The  block  grant  programs 
provide  considerable  flexibility  while  other  programs  are  targeted  on 
particular  problems  and  needs.     Some  of  these  other  Federal  programs 
that  provide  similar  services  include  the  Social  Services  Block 
Grant,  the  Low-Income  Home  Energy  Assistance  Program,  the  Community 
Development  Block  Grant  Program,  the  Supplemental  Food  Program  for 
Women  Infants  and  Children,  Head  Start,  the  Child  Care  and 
Development  Block  Grant  and  meals  and  food  distribution  programs 
operated  by  the  Department  of  Agriculture. 


REFUGEE  RESETTLEMENT 

Question.     The  President's  budget  request  does  not  include 
recommendations  for  the  distribution  of  domestic  refugee  resettlement 
assistance  funds.     When  will  decisions  be  made  on  the  allocation  of 
these  funds? 

Answer.     We  expect  to  provide  the  Committee  with  a  proposed 
distribution  of  funds  in  May,  when  we  have  more  information  on 
States'  current  FY  1991  expenditures. 

Question.     Is  it  expected  that  refugee  flows  in  FY '92  will  be 
significantly  different  than  those  in  FY '91? 

Answer.     Barring  an  unexpected  refugee  emergency,  we  expect  the 
FY  1992  refugee  flows  to  be  similar  to  those  in  FY  1991. 

Question.     What  is  the  status  of  the  award  process  for  the 
Social  Service,  Targeted  Assistance  and  Preventive  Health  programs? 

Answer.     Social  service  grants  have  been  awarded  for  the  first 
two  quarters  of  FY  1991.     Preventive  health  grants  will  be  awarded  in 
July,  and  targeted  assistance  grants  will  be  awarded  later  in  the 
year,  following  the  issuance  of  notices  of  targeted  assistance 
formula  allocations  and  of  competitive  applications  for  the  10 
percent  of  targeted  assistance  funds  designated  for  most  heavily 
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impacted  areas  in  accordance  with  the  Conference  Report  on  the  FY 
1991  appropriation. 

Question.     When  were  the  awards  made  in  fiscal  years  90  and  91? 

Answer.     Social  service  funds  were  awarded  quarterly  in  FY 
1990,  as  they  have  been  for  the  first  two  quarters  of  FY  1991. 
Preventive  health  awards  were  made  in  July  1990.     Targeted  assistance 
awards  were  made  as  indicated  in  the  table  below. 
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Question.     Has  the  Department  initiated  any  new  Fish/Wilson 
Demonstration  projects  in  fiscal  year  1991?    What  steps  have  been 
taken  to  make  it  easier  to  states,  localities  and  voluntary  agencies 
to  develop  and  implement  alternative  refugee  resettlement  models 
through  the  Fish/Wilson  demonstration  process? 

Answer.     One  project  in  San  Diego  which  was  approved  in 
FY  1990,  has  been  implemented  in  FY  1991.     The  Department  has  been 
talking  with  two  other  interested  parties,  the  county  of  Los  Angeles 
and  the  State  of  Washington. 

The  Department  has  made  every  effort  to  make  the  application 
process  easier.     It  has  responded  to  every  contact  from  every  group 
expressing  interest  in  a  Fish/Wilson  demonstration  project,  and  has 
consulted  fully  with  each  one  to  assure  that  the  applicant  has  a 
workable  concept  and  has  assisted  applicants  in  reaching  the 
agreements  needed  locally  and  with  State  governments.     These  more 
consultative  procedures  are  expected  to  be  codified  in  a  new  public 
announcement  in  FY  1992. 

Question.     Would  you  please  provide  for  the  Subcommittee  a 
breakdown  of  allocations  under  the  state  administered  Cash  and 
Medical  Assistance  program.     How  much  was  allocated  for  the  various 
priority  categories  within  the  account. 

Answer:     The  table  below  provides  this  information. 
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Question.     What  has  been  the  largest  area  of  growth  within  the 
Cash/Medical  assistance  program? 

Answer.     The  special  programs  of  refugee  cash  assistance  (RCA) 
and  refugee  medical  assistance  (RMA)   for  needy  refugees  who  do  not 
meet  the  categorical  eligibility  requirements  for  AFDC,  Medicaid,  and 
SSI  have  experienced  the  largest  growth  in  cash  and  medical 
assistance. 

Question.     Would  you  please  outline  briefly  the  present  status 
of  refugee  dependency  rates.     What  is  the  average  dependency  rate  for 
eligible  refugees?     To  what  degree  do  dependency  rates  vary  from  ' 
State  to  State? 

Answer.     As  of  September  30,  1989,  the  dependency  rate  of 
refugees  who  had  arrived  in  the  United  States  during  the  previous  24 
months  was  48.5  percent.     Rates  have  varied  greatly  from  State  to  \ 
State  throughout  the  refugee  program.     The  table  below  provides  j 
State-by-state  figures. 

FSA  is  not  able  to  provide  comparable  dependency  rates  for 
September  30,   1990,  because  the  Federal  refugee  funding  period  for 
AFDC,  Medicaid,  and  SSI  was  reduced  from  24  months  to  four  months  in 
January  1990  and  to  zero  months  in  September  1990.     Consequently,  the  I 
data  collected  on  refugees  receiving  assistance  under  these  programs 
are  no  longer  comparable. 
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Alabama 

312 

89 

28.5% 

215 

66 

30.7% 

Alaska 

0 

0 

0.0% 

0 

0 

0.0% 

Arizona 

1,569 

81 

5.2% 

1.226 

112 

9.1% 

Arkansas 

185 

58 

31.4% 

241 

60 

24.9% 

California 

66.627 

53.368b/ 

80.1% 

60.598 

47.809  c/  78.9% 

Colorado 

1.485 

565 

38.0% 

1.401 

547 

39.0% 

Connecticut 

1.789 

178 

9.9% 

1,385 

209 

15.1% 

Delaware 

41 

20 

48.8% 

19 

11 

57.9% 

D.  Columbia 

714 

22 

3.1% 

265 

35 

13.2% 

Florida 

10.639 

1.971 

18.5% 

7,400 

2.213 

29.9% 

Georgia 

2.044 

327 

16.0% 

1.576 

422 

26.8% 

Hawaii 

431 

292 

67.7% 

522 

401 

76.8% 

Idaho 

340 

60 

17.6% 

178 

63 

35.4% 

Illinois 

7.722 

1.503 

19.5% 

4.944 

150 

23.3% 

Indiana 

282 

59 

20.9% 

202 

60 

29.7% 

Iowa 

1.132 

250 

22.1% 

867 

150 

17.3% 

Kansas 

1.198 

298 

24.9% 

1.066 

311 

29.2% 

Kentucky 

390 

98 

25.1% 

354 

67 

18.9% 

Louisiana 

1.203 

87 

7.2% 

1.232 

129 

10.5% 
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Maine 

325 

63 

19.4% 

263 

51 

19.4% 

Maryland 

2.994 

538 

18.0% 

2.214 

246 

11.1% 

Massachusetts 

7,715 

4.653 

60.3% 

6,833 

3,087 

45.2% 

'31  QOA 

Minnesota 

5.545 

4.180 

75.4% 

4.793 

3.311 

69.1% 

Mississippi 

123 

90 

73.2% 

100 

56- 

56.0% 

Missouri 

1.498 

253 

16.9% 

1.048 

149 

14.2% 

Montana 

93 

84 

90.3% 

106 

65 

61.3% 

Nebraska 

427 

72 

16.9% 

295 

68 

23. 1  % 

Nevada 

494 

62 

12.6% 

526 

79 

15.0% 

New  Hampshire 

355 

73 

20.6% 

196 

55 

28.1% 

New  Jersey 

4.261 

800 

18.8% 

2.576 

583 

22.6% 

New  Mexico 

244 

83 

34.0% 

137 

55 

40.1% 

07  1  ni 
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D.oU  1 

25.1% 

13,9o1 

3,342 

23.9% 

No  Carolina 

933 

105 

11.3% 

902 

98 

10.9% 

North  Dakota 

162 

45 

27.8% 

78 

40 

51.3% 

Ohio 

2.038 

610 

29.9% 

1.296 

815 

62.9% 

Oklahoma 
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479 

53 
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Pennsylvania 

4.826 

1.915 

39.7% 

3.593 

1.208 

33.6% 

Rhode  Island 

986 

426 

43.1% 

787 

310 

39.4% 

So  Carolina 

120 

9 

7.5% 

96 

17 

17.7% 

South  Dakota 

161 

9 

5.6% 

90 

12 

13.3% 

Tpnnoccoo 

1/1 

1 ,070 

158 

14.8% 

Texas 

6.622 

1.213 

18.3% 

5.419 

1.146 

21.1% 

Utah 

914 

204 

22.3% 

577 

115 

19.9% 

Vermont 

231 

31 

13.4% 

154 

36 

23.40/0 

Virginia 

3.675 

750 

20.4% 

3.409 

831 

24.40/0 

Washington 

6.379 

3.004 

47.10/0 

4.643 

2.557 

55.10/0 

W.  Virginia 

12 

0 

0.0% 

9 

2 

22.20/0 

Wisconsin 

4.076 

3.342 

82.0% 

3.462 

2.393 

69.10/0 

Wyoming 

24 

2 

8.3% 

8 

0 

O.Oo/o 

Guam 

0 

0 

0.0% 

2 

0 

O.Oo/o 

Other 

0 

0 

0.0% 

0 

0 

O.Qo/o 

iTotal 

187.987 

91.166 

48.5% 

146.768 

76.411 

52.1o/o| 
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a/  Caseload  data  derived  from  the  Quarterly  Performance  Reports,  or 
QPRs  (Form  ORR-6),  are  submitted  by  49  States  (Alaska  does  not 
participate  in  the  refugee  program)  and  the  District  of  Columbia  for 
all  time-eligible  refugees  and  entrants.  Caseload  data  include 
AFDC,  RCA,  GA,  and  SSI  recipients  as  reported  by  the  States  as  of 
9/30/89.  Please  note  that  caseload  data  may  include  children  born  in 
the  united  States  to  refugee  families,  while  the  base  population  does 

•  -  not  include  these  children.  This  factor  inflates  the  calculated  depend- 
^   ency  rate  to  an  unknown  degree,  which  may  be  significant  in  States 
with  large  AFDC  caseloads.  In  a  State  with  a  small  caseload,  it  may 
cause  the  dependency  rate  to  exceed  one  hundred  percent. 

b/  California's  cash  assistance  data  include  35,528  recipients  participat- 
ing in  the  State's  Refugee  Demonstration  Project  (RDP)  as  of 
'^^  9/30/89.  ^- 

c/  California's  cash  assistance  data  include  29,816  recipients  participat- 
....  ing  in  the  State's  Refugee  Demonstration  Project  (RDP)  as  of 
'  9/30/88. 

d/  Oregon's  cash  assistance  data  include  652  recipients  participating  in 
the  State's  Refugee  Early  Employment  Project  (REEP)  as  of  9/30/89. 

e/  Oregon's  cash  assistance  data  include  278  recipients  participating  in 
the  State's  Refugee  Early  Employment  Project  (REEP)  as  of  9/30/88. 

QUESTIONS  SUBMITTTED  BY  SENATOR  WARREN  RUDMAN 

The  FY  92  request  for  the  Low  Income  Home  Energy  Assistance  Program 
is  $585  million  below  the  FY  1991  appropriation,   including  amounts 
provided  in  an  Energy  Emergency  Contingency  Fund.     This  is  a 
reduction  of  more  than  36  percent.     In  testimony  before  the 
Subcommittee,  these  massive  reductions  were  justified  on  the  basis 
that  energy  burdens  on  families  have  been  reduced  as  a  result  of  a 
decline  in  prices  and  consumption.     However,  your  most  recent  report 
on  the  program  states  that  fewer  households  are  receiving  LIHEAP 
assistance  and  that  the  percent  of  household  income  spent  on  energy 
remained  about  the  same  as  in  1981. 

Question.     If  fewer  households  are  receiving  benefits  and 
eligible  households  continue  to  pay  as  large  a  percentage  of  income 
as  a  decade  ago,  how  do  you  interpret  this  as  a  sign  of  less  need? 

Answer.     According  to  HHS'  annual  LIHEAP  report  to  Congress  for 
FY  1989,  the  percent  of  household  income  spent  on  energy  has  not 
remained  the  same  as  in  1981.     In  fact,   it  has  declined  sharply.  As 
shown  in  table  K-13  (page  21),  the  average  home  energy  (space  heating 
and  cooling)  burden  of  low  income  households  declined  from  8.0 
percent  of  household  income  in  1981  to  5.4  percent  of  household 
income  in  1989,   indicating  a  reduced  need  for  LIHEAP  to  offset  home 
energy  costs  as  a  percent  of  household  income. 
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Table  K-13.       Average  burden  of  expenditures  for  home  heating, 
home  cooling,   and  total  residential  energy,   for  low  income 
households,   1979  to  1989   (p.   134  of  HHS '   annual  LIHEAP  report  to 
Congress  for  FY  1989) 
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Question.     What  percentage  of  eligible  households  was  served  by 
the  program  in  1990. 

Answer.     Our  latest  estimate  for  FY  1990  indicates  that  5.8 
million  households  were  assisted  with  heating  costs.     Based  on 
preliminary  estimates  of  eligible  households  derived  from  the  Census 
Bureau's  March  1990  Current  Population  Survey,   the  5.8  million 
households  constitute: 

o  23  percent  of  the  25.4  million  households  eligible  under 

the  federal  maximum  income  standard  and 

o  37  percent  of  the  15.7  million  households  eligible  using 

stricter  state  LIHEAP  income  standards. 

Question.     Your  budget  documents  indicate  that  the  LIHEAP  was 
never  intended  to  meet  the  entire  home  energy  costs  of  low  income 
households,  but  rather  to  supplement  assistance  available  through 
other  federal  and  state  programs.     What  percentage  of  home  energy 
costs  were  covered  by  LIHEAP  during  the  1990  and  1991  heating  season? 

Answer.     The  data  for  the  1989-90  winter  heating  season  are 
being  developed  for  HHS'  annual  LIHEAP  report  to  Congress  for  FY 
1990.     We  should  have  that  data  developed  some  time  in  April  1991. 
We  would  be  happy  to  provide  the  data  to  the  Subcommittee  at  that 
time . 

The  data  for  the  1990-91  winter  heating  season  will  not  be 
available  until  April  1992. 

Question.     Last  year.  Congress  created  an  Energy  Emergency 
Contingency  Fund  to  meet  increased  demand  resulting  from  unexpected 
fuel  price  increases.     Oil  and  propane  prices  triggered  the  release 
of  the  contingency  funds  in  mid-December.     How  much  higher  than 
average  were  December  1990  heating  oil  prices? 

Answer.     DOE  calculated  that  the  average  price  for  home  heating 
oil  for  the  month  of  December  for  the  years  1986-89  was  85.9  cents 
per  gallon  and  that  the  December  "trigger"  price  of  20%  above  this 
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average  was  103.1  cents  per  gallon.     DOE  identified  three  national 
survey  prices  of  home  heating  oil  during  December  1990  of  128.5  cents 
per  gallon  on  December  3,   1990;  124.1  cents  per  gallon  on  December 
17,   1990;  and  120.3  cents  per  gallon  on  January  1,   1991.  These 
prices  were  well  above  the  "trigger"  that  caused  release  of  the 
contingency  funds.     We  now  have  more  detailed  information  on  December 
1990  prices  from  the  Petroleum  Marketing  Monthly  which  is  released  by 
DOE  in  late  March.     The  Petroleum  Marketing  Monthly's  more 
comprehensive    survey  shows  an  average  for  the  month  of  December  of 
$1.19  per  gallon,  which  is  lower  than  the  quick  surveys  used  to 
trigger  the  contingency  fund. 

Question.     The  FY  92  budget  includes  a  request  for  an  identical 
contingency  fund  of  $100  million.     Do  you  anticipate  a  problem  with 
further  price  increases  in  home  heating  oil  next  year  and  is  that  why 
you  proposed  an  identical  contingency  fund? 

Answer.     We  do  not  expect  further  increases  in  the  cost  of  home 
heating  oil.     Our  budget  estimates  anticipate  that  the  contingency 
fund  will  not  be  triggered  in  FY  1992  and  the  funds  requested  will 
not  be  outlayed.     The  price  for  home  heating  oil  began  to  decrease 
significantly  following  the  start  of  Operation  Desert  Storm.  With 
both  the  conflict  and  the  worst  of  this  winter  heating  season  behind 
us,  we  anticipate  that  prices  will  decline  even  further.  However, 
the  price  of  home  heating  oil  has  been  the  most  volatile  of  all  the 
fuels  during  crisis  periods.     In  the  event  of  a  crisis  next  winter, 
such  as  unusually  colder  weather,  prices  for  home  heating  fuels  would 
be  the  most  likely  to  be  affected. 

The  Energy  Emergency  Contingency  Fund  was  established  to  deal 
with  increases  in  the  costs  of  home  heating  oils  resulting  from  the 
Middle  East  turmoil.     According  to  the  provisions  of  the  statute 
(Public  Law  101-517),  the  contingency  funds  were  distributed  to  the 
states  on  the  basis  of  their  low  income  households'  consumption  of 
home  heating  oil,   liquified  petroleum  gas,  and  kerosene.     It  is  on 
the  basis  of  this  statutory  provision  that  we  have  proposed  $100 
million  in  energy  emergency  contingency  funds  in  FY  1992. 

Question.     Citing  the  New  England  region  in  testimony  before 
the  Subcommittee,  you  indicated  that  the  Family  Support 
Administration  has  seen  an  increase  in  the  number  of  AFDC 
applications  that  coincides  with  the  beginning  of  the  economic 
downturn.     What  mechanisms  do  you  have  in  place  to  measure  increases 
in  requests  for  assistance  under  the  LIHEAP  program? 

Answer.     We  have  one  mechanism  in  place  to  measure  the  change 
in  requests  for  assistance  under  the  LIHEAP  program.     Beginning  with 
the  Family  Support  Administration's  FY  1989  Winter  Telephone  Survey, 
states  are  asked  twice  a  year  for  information  about  the  number  of 
applications  received  for  LIHEAP  heating  and  crisis  assistance  for 
both  the  previous  and  current  fiscal  years.     We  are  still  developing 
and  analyzing  that  information  from  this  year's  Winter  LIHEAP 
Telephone  Survey.     That  data  should  be  available  in  April  1991. 

Question.     How  many  more  Americans  were  eligible  for  LIHEAP 
assistance  this  year  than  last  year,  as  a  result  of  the  economic 
downturn? 

Answer.     We  derive  our  estimates  of  households  eligible  for 
LIHEAP  assistance  from  the  Current  Population  Survey  conducted  in 
March  of  each  year  by  the  Bureau  of  the  Census.     We  have  preliminary 
data  on  the  number  of  households  eligible  for  LIHEAP  assistance  in  FY 
1990.     A  comparison  of  that  data  with  FY  1989  data  indicates  that  an 
additional  200,000  households  were  eligible  in  FY  1990,  i.e.,  25.4 
million  households  were  eligible  in  FY  1990  compared  to  25.2  million 
households  in  FY  1989  under  the  federal  maximum  income  standard.  The 
information  for  FY  1991  will  not  be  available  until  data  from  the 
March  1991  Current  Population  Survey  are  made  available  to  us  in 
September  1991. 
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Question.     Can  you  provide  a  credible  estimate  of  the  size  of 
the  LIHEAP-eligible  population  for  the  winter  of  1991-92? 

Answer.     Such  an  estimate  cannot  be  provided  until  data  are 
available  from  the  Current  Population  Survey  that  the  Bureau  of  the 
Census  will  conduct  in  March  1992. 


QUESTIONS  SUBMITTTED  BY  SENATOR  PHIL  GRAMM 

Question.     To  date,  what  is  the  cumulative  total  of  State 
Legalization  Impact  Assistance  Grants  (SLIAG)  costs  (from  the  end-of- 
year  reports  and  the  FY  1991  application)  that  States  have  submitted 
for  approval  and  that  DSLA  has  approved?     How  do  these  costs  compare 
to  the  total  amounts  of  SLIAG  funds  available  to  States  through 
FY  1991? 

Answer.     The  total  State  SLIAG  costs,  comprising  actual 
approved  costs  for  FYs  1987,   1988,  1989,  and  1990  and  States' 
estimates  for  FY  1991,  amount  to  $1.5  billion.     Adding  the 
$273  million  of  costs  submitted  but  not  yet  approved  for  FY  1989  and 
1990,  results  in  a  total  am.ount  of  costs  to  $1.8  billion.     The  amount 
of  funds  available  through  FY  1991  is  $2.4  billion.     State  costs 
through  FY  1991  are  $600  million  less  than  SLIAG  funds  available. 

Question.     Do  State  SLIAG  costs  (both  submitted  and  approved) 
exceed  State  drawdown  levels?     If  so,  by  how  much? 

Answer.     No,  State  drawdown  levels  exceed  State  SLIAG  costs. 
As  of  December  1990,  States  had  drawn  down  $1.1  billion.  Approved 
costs  total  $798  million.     Drawdown  levels  therefore  exceed  approved 
costs  by  $327  million.     Submitted  costs,   including  both  approved  and 
pending  approval,  total  $1.07  billion;  drawdowns  exceed  total 
submitted  costs  by  $54  million.     As  of  the  end  of  December,  1990, 
therefore,  States  had  drawn  down  more  than  the  total  eunount  of  costs 
which  they  had  submitted. 

Question.     How  did  the  Department  take  costs   (both  submitted 
and  approved)   into  account  in  its  FY  92  SLIAG  budget  projections?  " 

Answer.     The  Department,   in  requesting  rescission  of 
$1.1  billion  in  FY  1992,  recognizes  that  by  FY  1992  most  of  the 
objectives  which  Congress  set  for  legalization  will  have  been  met. 
State  Costs  have  been  much  lower  than  both  the  Department  and  States 
expected  back  in  1986.     Most  of  the  direct  impacts  of  legalization  - 
public  health  costs  and  education  services  to  allow  these  aliens  to 
remain  in  this  country  -  have  already  been  met  with  only  part  of  the 
funds  which  States  have  already  received.     For  instance,  over 
90  percent  of  all  "Pre-82"  legalized  aliens  and  all  "SAWs"  (Special 
Agricultural  Workers)  who  have  been  granted  temporary  resident  status 
have  now  adjusted  to  permanent  resident  status.     The  remainder  of 
funds  still  available  are  ample  to  carry  out  Congress'   intent  to 
mitigate  some  of  the  fiscal  impact  on  State  and  local  governments  of 
the  Federal  decision  to  grant  legal  status  to  previously  illegal 
aliens.     These  impacts  appear  to  be  less  than  Congress  anticipated 
when  it  established  the  funding  level  for  SLIAG  in  1986. 

Data  available  to  us  so  far  indicate  that  newly  legalized 
aliens  are  accessing  public  services  at  rates  less  than  those  of  the 
general  population.     In  addition,  some  of  the  costs  for  which  States 
are  claiming  SLIAG  reimbursement  are  costs  that  would  have  been 
incurred  even  if  Congress  hadn't  legalized  aliens.     Legal  immigration 
status  is  not  a  precondition  to  receiving  services  and  benefits  under 
most  State  and  local  programs. 

Additionally,  data  indicate  that  most  legalized  aliens  are 
employed  and  do  not  rely  on  public  services.     Aliens  were  not 
eligible  for  legalization  if  they  were  likely  to  become  "public 
charges",   and  data  show  low  unemployment  among  legalized  aliens. 
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Thi3  means  that  legalized  aliens  are  taxpayers,  contributing  directly 
and  indirectly,  through  their  employers  and  their  landlords,  to  State 
and  local  revenues. 

Question.     In  the  state  SLIAG  cost  approval  process,  DSLA  has 
frequently  disallowed  or  "zeroed  out"  SLIAG  costs  submitted  by  states 
in  their  application  and  end  of  year  reports.     These  costs  have  been 
excluded  from  the  allocation  formula  pending  resolution  of  policy 
mentodology,  or  documentation  issues  with  states.     Please  provide  the 
following  information  (at  this  point  in  time):  the  number  of  State 
programs  where  DSLA  has  "zeroed  out"  costs  submitted  by  the  States. 

Answer.     When  States  submit  costs  which  are  unacceptable. 
Division  of  State  Legalization  Assistance  (DSLA)   informs  them  of  the 
deficiencies  in  their  reporting  and  provides  an  opportunity  for 
States  to  revise  or  properly  document  costs  so  that  they  can  be 
accepted.     Until  States  submit  acceptable  costs,   reported  costs  are 
shown  as  "zero."     DSLA  provides  several  acceptable  methods  of 
submitting  costs.     All  costs  submitted  using  an  acceptable  method  and 
sufficiently  documented  are  accepted.     We  expect  that  most  of  these 
costs  will  be  accepted  prior  to  the  FY  1991  funds  allotments. 

States  which  are  unable  to  submit  costs  at  the  time  costs 
reports  are  due  submit  zeroes  for  program  estimates  which 
subsequently  may  be  revised  when  States  have  compiled  costs  and 
reported  them.     There  are  239  State  programs  for  which  States  have 
reported  no  costs.     By  contrast,  there  are  only  48  State  programs 
that  DSLA  "zeroed-out"  while  awaiting  additional  information  or 
revisions  from  the  States  before  accepting  the  costs  of  the  programs 
for  reimbursement. 

Question,     the  costs,  as  submitted  by  the  States,  for  programs 
where  DSLA  has  "zeroed  out"  costs  submitted  by  the  States. 

Answer.     The  costs  submitted  for  these  programs  total 
$273  million.     We  expect  that  most  of  these  costs  will  be  accepted  by 
DSLA  prior  to  the  FY  1991  funds  allotments. 

Question,     the  percentage  of  State-submitted  SLIAG  costs  the 
"zeroed-out"  progreuns  represent. 

Answer.     The  costs  submitted  for  these  programs  total 
$273  million.     This  amount  is  26  percent  of  the  total  submitted 
costs.     We  expect  that  most  of  these  costs  will  be  accepted  by  DSLA 
prior  to  the  FY  1991  funds  allotments.     As  noted  above,  even  when  the 
costs  for  these  programs  are  included,  the  funds  already  available  to 
States  far  exceed  costs. 

Question,     the  reasons  that  these  programs  remain  "zeroed-out" 
by  type  and  by  progreun  category. 

Answer.     Although  there  are  no  significant  methodological 
questions,  there  have  been  minor  problems  with  cost  methodologies 
used  by  States,  with  the  documentation  provided  by  States,  and  with 
whether  program  costs  were  reimburseable  under  SLIAG.     With  regard  to 
cost  methodology,  there  are  cost  submissions  for  five  public 
assistance  programs,  nine  public  health  programs,  nine  education 
programs,  and  five  submissions  for  SLIAG  administration  which  are 
pending  due  to  questions  pertaining  to  the  cost  methodology  used. 
There  are  also  several  submissions  which  are  pending  due  to  problems 
with  the  documentation  provided;  of  these  programs,  three  are  public 
assistance  programs,  three  are  public  health  programs,  eight  are 
education  programs,  and  four  submissions  for  SLIAG  administration. 
There  is  also  one  public  assistance  progrcim  and  one  submission  for 
SLIAG  administration  which  are  pending  due  to  (Questions  concerning 
whether  the  costs  are  SLIAG  reimbursable. 

Question,     the  process  and  timetable  DSLA  is  using  to  resolve 
these  issues  prior  to  running  the  FY  91  SLIAG  allocation  formula. 
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Answer.     The  costs  submitted  for  these  programs  total 
$273  million.     It  is  anticipated  that  95  percent  of  these  pending 
costs  will  be  resolved  before  the  FY  1991  allocation  formula  is  run. 
It  is  expected  that  the  formula  will  be  run  in  mid-April. 

Question.     How  much  is  the  SLIAG  federal  offset  for  FY  88  -  FY 
91?     What  percentage  of  cumulative  SLIAG  appropriation  (FY  88  -  FY 
91)  does  this  represent?     What  are  the  corresponding  aggregate  State 
SLIAG  costs  for  Medicaid?     Since  states  will  have  Medicaid  costs  for 
SAWs  and  SSI  recipients  not  allowed  in  the  offset,  it  is  my 
expectiation  that  state  Medicaid  costs  should  substantially  exceed 
the  federal  offset. 

Answer.     Our  current  estimate  for  the  Federal  offset  for  FY  88 
through  FY  1992  is  $460  million.     The  previous  year's  estimate  for 
the  offset  for  the  period  FY  88  through  FY  91  was  $948  million. 
However,  the  law  requires  that  the  amount  of  the  Federal  offset  be 
estimated  two  years  in  advance  for  the  President's  budget  and  that  it 
be  adjusted  subsequently  as  data  on  actual  costs  are  received  from 
States.     The  data  received  from  States  have  indicated  that  the 
earlier  estimates  of  the  amount  of  the  offset  were  overestimated; 
therefore,  to  adjust  for  the  earlier  overestimates,   it  is  now 
estimated  that  the  offset  for  FY  88  through  FY  92  will  equal 
$460  million. 

The  amount  of  the  offset   ($460  million)   is  12  percent  of  the 
cumulative  SLIAG  appropriation  for  FY  88  through  FY  91.  This 
percentage  is  less  than  that  which  was  anticipated  when  IRCA  was 
passed.     At  that  time,   federal  offsets  were  expected  to  reach 
25  percent  of  the  $4  billion  available  for  appropriation. 

States  have  not  reported  all  Medicaid  costs;  the  data  provided 
are  therefore  underestimates  by  a  large  unknown  percentage.  The 
fragmentary  data  which  have  been  reported  indicate  that  State 
Medicaid  costs  are  $201  million.     In  addition,   it  is  estimated  that 
Medicaid  costs  through  FY  1991  will  increase  by  $109  million.  (This 
estimate  is  based  on  indications  from  States  that  $90  million  in 
Medicaid  costs  will  soon  be  reported. )     Additional  components  of  the 
offset  are  estimated  to  equal  about  $40  million.     The  total  figure 
for  estimated  Medicaid  and  other  costs  is  therefore  $350  million  for 
FY  88  through  FY  91,  which  equals  the  adjusted  Federal  offset  for 
that  period. 

Adjustments  made  to  the  estimate  for  the  offset,  as  described 
above,  are  necessary  because  Federal  offset  costs  have  not  been  as 
high  as  was  originally  anticipated,   just  as  SLIAG  State  costs  have 
been  lower  than  estimated. 

Question.     Adding  together  the  Federal  offset  and  State 
Medicaid  costs,  what  percent  of  the  cumulative  SLIAG  appropriation  is 
for  Medicaid? 

Answer.     As  noted  above.  Medicaid  costs  reported  by  States  are 
incomplete.     The  costs  reported  by  States  total  $201  million;  and  the 
Federal  offset  is  $460  million.     The  total  of  the  offset  and  the 
reported  State  Medicaid  costs  is  $661  million;  this  amount  is 
28  percent  of  the  $2.4  billion  appropriated  for  SLIAG  through 
FY  1991. 

Question.     For  each  of  the  following  programs,  please  provide 
the  aggregate  State  SLIAG  costs  through  FY  91  and  the  percentage  of 
the  cumulative  SLIAG  appropriation  this  represents:     a)  public 
health;  b)SSI/SSP;  c)  adult  education;  d)  state  and  local  indigent 
health  care;  and  e)  anti-discrimination  education  and  outreach. 

Answer.     A)  Public  health  costs  for  FY  88  -  FY  91  are  expected 
to  total  $134  million.     This  amount  is  6  percent  of  the  cumulative 
SLIAG  appropriation  of  $2.4  billion.     B)   SSI/SSP  is  not  a  figure 
which  is  available  as  an  aggregated  amount.     As  an  estimate,   it  is 
assumed  that  the  figure  reported  by  California  ($41  million)  is 
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80  percent  of  the  total  figure  for  SLIAG.     The  total  amount  is 
therefore  estimated  to  be  $51  million  or  about  2  percent  of  the 
cumulative  SLIAG  appropriation.     C)  Adult  education  totals 
$548  million;  this  figure  is  23  percent  of  the  cumulative  SLIAG 
appropriation.     D)  Costs  for  State  and  local  indigent  health  care  and 
primary  health  care  programs  are  estimated  to  be  93  percent  of  the 
amount  reported  by  States  for  public  assistance  minus  the  amount 
reported  for  Medicaid.     This  amount  is  $511  million  or  21  percent  of 
the  cumulative  SLIAG  appropriation.     E)  Costs  reported  by  States  for 
anti-discrimination  education  and  outreach  total  $12  million;  this 
amount  is  0.5  percent  of  the  cumulative  SLIAG  appropriation. 

Question.     What  percent  of  the  cumulative  SLIAG  appropriation 
is  channeled  into  Medicaid  and  the  programs  outlined  in  the  question 
above? 

Answer.  Approximately  60  percent  of  the  cumulative  SLIAG 
appropriation  has  been  channeled  into  Medicaid  and  the  programs 
outlined  in  the  question  at  the  top  of  this  page. 

Question.     To  what  extent  has  (or  will)  the  uncertainty  of 
SLIAG  funding  delayed  or  eliminated  continuing  literacy  instruction 
for  newly  legalized  persons? 

Answer.     It  is  unlikely  that  the  uncertainty  of  SLIAG  funding 
will  delay  or  eliminate  continuing  literacy  instruction  for  newly 
legalized  persons.     Declines  in  enrollment  and  the  decline  in  costs 
are  not  inconsistent  with  the  decline  in  the  number  of  eligible 
aliens  and  the  completion  of  the  primary  objectives  of  the  program, 
i.e.,  to  ensure  the  availability  of  classes  necessary  to  enable 
legalized  aliens  to  obtain  permanent  resident  status.     Even  in  the 
absence  of  SLIAG  funding,   legalized  aliens  still  would  be  eligible 
for  regular  adult  literacy  and  education  programs  on  the  same  basis 
as  other  U.S.  residents. 

Question.     What  is  the  impact  of  State  anti-discrimination 
education  and  outreach  efforts?     Have  State  Phase  2  outreach  efforts 
increased  use  of  services  (especially  education  and  health  care)  by 
the  newly  legalized  population? 

Answer.     It  is  too  early  to  determine  the  extent  of  the  impact 
of  State  anti-discrimination  efforts.     It  is  not  possible  to 
determine  the  extent  of  the  impact  of  Phase  2  outreach  efforts  on  the 
use  of  services  by  the  newly  legalized  population  because  there  are 
no  baseline  data  on  the  use  of  services  by  this  population  before 
legalization. 


Office  of  Human  Development  Services 

STATEMENT  OF  MARY  SHEILA  GALL,  ASSISTANT  SECRETARY 

ACCOMPANIED  BY  ROBERT  STOVENOUR,  DIRECTOR,  OFFICE  OF  MAN- 
AGEMENT SERVICES 

BUDGET  REQUEST 

Senator  Harkin.  We  will  now  hear  from  the  Assistant  Secretary 
for  Human  Development  Services,  Mary  Gall. 

The  fiscal  year  1992  budget  request  for  the  Office  of  Human  De- 
velopment Services  is  $8.8  billion,  $5.1  billion  of  which  is  in  entitle- 
ment programs.  For  discretionary  programs,  the  1992  budget  re- 
quests about  $3.6  billion,  an  increase  of  $205  million  over  1991;  a 
$100  million  increase  for  Head  Start;  $90  million  for  child  welfare 
services;  and  $16.2  million  for  program  administration.  No  in- 
creases are  sought  for  programs  for  the  aging,  native  Americans, 
runaway  and  homeless  youth,  or  for  family  violence  and  child 
abuse  programs. 

We  are  facing  a  very  tight  budget  situation  this  year.  I  do  not 
need  to  be  told  that  again.  We  all  know  that.  We  also  face  some 
very  serious  problems,  problems  which,  if  we  do  not  address  them 
now,  are  going  to  cost  us  more  later  on. 

We  need  to  develop  strategies  to  deal  with  the  aging  of  America, 
with  the  increased  incident  of  child  and  elder  abuse,  and  with  pro- 
grams that  provide  early  intervention  strategies  to  mainstream 
America's  disadvantaged  children.  You  are  going  to  hear  me  talk 
more  about  that  as  you  just  did  with  M^.  Barnhart. 

So  again,  just  to  lead  off,  I  know  we  have  a  tight  budget  situa- 
tion, but  I  intend  to  have  this  subcommittee  do  everything  we  can 
to  focus  on  early  prevention,  the  early  intervention  programs.  Quite 
frankly,  I  am  not  too  happy  with  some  of  the  freezes  in  these  pro- 
grams or  some  of  the  minimal  increases  in  programs  like  Head 
Start. 

There  is  a  goal  that  has  been  enunciated  by  Members  of  the  Con- 
gress, both  Houses,  and  I  think  on  both  sides  of  the  aisle,  and  by 
outside  interests — I  do  not  know  exactly  who  they  all  are.  I  could 
probably  get  a  list  of  them — ^who  are  pushing  for  full  funding  of 
Head  Start  by  1994. 

Under  the  President's  proposal  for  a  $100  million  increase  in 
Head  Start,  you  can  correct  me  if  I  am  wrong,  but  I  think  it  would 
take  about  60  years  to  get  the  full  funding  for  Head  Start  if  we 
continue  down  that  path. 

My  overall  question  is,  is  this  acceptable?  Is  this  acceptable  to 
you  and  to  the  administration  that  we  continue  on  funding  Head 
Start  so  that  in  about  60  years  we  may  fully  fund  it,  or  do  we  want 
to  have  a  shorter  timeframe  than  that? 

(131) 
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So  with  that  shot  across  the  bow,  Ms.  Grail,  welcome  again  to  the 
sxibcommittee.  [Laughter.] 

Ms.  Gall.  Grood  morning.  I  am  delighted  to  be  here  this  morning. 
I  have  a  statement  for  the  record.  You  have  highlighted  a  number 
of  the  program  increases  requested  for  fiscal  year  1992. 

Senator,  I  am  very  interested  in  and  pleased  with  your  comments 
about  prevention.  We  share  an  interest  in  that,  as  is  reflected  by 
the  increase  we  are  requesting  for  the  Head  Start  Program,  a  very 
important  prevention  program  for  our  yoimg  children  and  families. 

As  we  take  a  look  at  child  welfare  programs  and  foster  care  in 
particular,  the  concerns  that  we  have  in  keeping  families  together 
whenever  possible  rather  than  removing  children  from  their  homes, 
are  reflected  in  the  request  for  additional  funding  for  prevention- 
type  services  to  help  keep  families  together  whenever  we  can. 

PREPARED  STATEMENT 

I  would  be  happy  to  answer  any  particular  questions  you  have. 
If  you  would  like  me  to  begin  by  addressing  Head  Start  questions, 
I  would  be  happy  to  do  that. 

[The  statement  follows:] 

Statement  of  Mary  Sheila  Gall 

Mr.  Chairman  and  members  of  the  committee,  I  am  pleased  to  have  the  oppor- 
tunity to  talk  to  you  about  the  Office  of  Human  Development  Services*  budget  re- 
quest for  fiscal  year  1992.  The  request  of  $8.84  billion  includes:  $2.8  billion  for  the 
Social  Services  Block  Grant;  $3.67  billion  for  Human  Development  Services,  includ- 
ing programs  for  children  and  families,  the  aging,  persons  with  developmental  dis- 
abilities, and  Native  Americans;  and  $2.37  billion  for  Payments  to  States  for  Foster 
Care  and  Adoption  Assistance. 

The  fiiU  authorization  of  $2.8  billion  is  requested  for  the  Social  Services  Block 
Grant  to  continue  support  for  a  variety  of  social  services  in  each  State. 

Within  the  Human  Development  Services  request,  strengthening  the  family  is  a 
primary  concern.  Increases  have  been  recpested:  to  increase  preventive  and  reunifi- 
cation services  for  children  and  their  families  to  expand  Head  Start  enrollment,  and 
to  support  additional  positions  required  to  effectively  and  efficiently  administer  forty 
discretionary  and  formula  grant  programs.  Activities  in  fiscal  year  1992  wiU  also  be 
focused  on  mcreasing  cooroination  of  child  abuse  and  prevention  efforts,  improving 
data  collection  and  dissemination,  and  gathering  additional  knowledge  about  the  na- 
ture and  success  of  treatment  innovations. 

To  address  the  growing  needs  of  families  who  are  called  upon  to  deal  with  increas- 
ingly difficult  problems,  such  as  substance  abuse,  a  legislative  proposal  will  be  sub- 
mitted which  will  increase  by  $90  million  the  incentive  funds  available  to  States  for 
child  welfare  services.  This  proposal  will  also  stem  the  rapid  rise  of  Foster  Care  ad- 
ministrative costs.  The  fact  that  administrative  costs  are  or  soon  wHl  be  higher  than 
maintenance  costs  in  some  States  is  a  concern  to  all  of  us.  Eliminating  reimburse- 
ment for  administrative  costs  for  children  who  are  candidates  for  title  IV-E  foster 
care,  but  not  in  foster  care,  while  increasing  support  for  preventive  and  reunification 
services,  will  result  in  assuring  that  Federal  dollars  are  supporting  services  directly 
related  to  preventing  inappropriate  placements.  Foster  Care  Maintenance  Payments 
on  behalf  of  children  will  remain  an  open-ended  entitlement. 

The  reouest  for  Head  Start  of  $2.05  billion,  an  increase  of  $100  million  over  the 
1991  level,  will  serve  over  633,000  children  and  their  families,  an  increase  of  over 
29,000  children  over  the  number  served  in  1991.  This  request  will  allow  Head  Start 
to  serve  almost  60  percent  of  disadvantaged  children  in  the  year  before  they  enter 
school.  Research  has  shown  that  Head  Start  makes  a  difference  to  both  children  and 
parents:  children  who  have  had  a  Head  Start  experience  are  healthier,  better  ad- 
justed and  do  better  upon  entering  school  than  their  socio-economic  peers;  and  Head 
Start  parents  have  hi^er  self-esteem  and  are  better  able  to  assume  responsibility 
as  the  primary  educator  of  their  children. 

The  1992  budget  proposes  to  maintain  or  increase  1991  service  levels  while  main- 
taining 1991  funding  levels  for  the  remaining  Human  Development  Services  discre- 
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tionaiy  programs.  Service  levels  will  be  increased  to  the  extent  possible,  as  a  result 
of  management  and  program  operation  efficiencies. 

In  orcfer  to  better  serve  the  most  vulnerable  elderly,  legislation  will  be  proposed 
to  reauthorize  The  Older  Americans  Act  and  to  amend  the  formulas  at  both  State 
and  sub-State  levels  to  focus  funds  and  services  to  areas  with  higher  proportions 
of  low-income  minority  elderly. 

The  request  of  $88.2  million  £ind  1,090  FTE  for  Pro-am  Direction  is  an  increase 
of  $16.2  million  and  115  FTE  over  1991  levels.  Additional  staff  will  improve  man- 
agement and  oversi^t  of  Head  Start,  Foster  Care  and  Child  Welfare,  and  Adminis- 
tration on  Aging  programs. 

For  Payments  to  States  for  Foster  Care  and  Adoption  Assistance,  $2.4  biUion  is 
requested.  This  request  is  a  decrease  of  $217  million  from  the  1991  appropriated 
level.  This  decrease  results  from  reduced  requirements  to  satisfy  prior  year  claims. 
— ^A  level  of  $1.98  bilLon  will  support  maintenance  payments  on  behalf  of  an  esti- 
mated 221,000  children  in  foster  care  and  training  costs.  Proposed  legislation 
would  eliminate  reimbursement  of  administrative  expenditures  for  children  who 
are  candidates  for  title  IV-E  Foster  Care  but  who  are  not  in  foster  care. 
— ^The  request  includes  $118.48  million  to  fand  the  full  estimate  of  allowable  prior 
year  claims. 

— ^A  level  of  $70  million  is  requested  for  Independent  Living  activities  designed 
to  prepare  foster  care  diUdren  16  or  older  to  move  successfully  into  independent 
living. 

— ^A  level  of  $201.86  million  will  support  subsidies  for  families  adopting  children 
with  special  needs.  The  request  would  provide  assistance  for  approximately 
56,000  adopted  children. 

Thank  you,  Mr.  Chairman.  My  colleagues  and  I  will  be  happy  to  answer  any  ques- 
tions you  and  the  Conmiittee  may  have. 


Biographical  Sketch  of  Mary  Sheila  Gall 

Position:  Assistant  Secretary  for  Human  Development  Services. 
Birthplace  and  date:  Buffalo,  New  York;  July  19,  1949. 

Education:  BA.,  Rosaiy  Hill  College,  1971;  Additional  Coursewoik:  University  of 
Buffalo,  Trinity  College  (Washington,  D.C.),  Georgetown  University. 

EXPERIENCE 

Present:  Assistant  Secretary  for  Human  Development  Services. 
1986-1989:  Counselor  to  the  Director,  Office  of  Personnel  Management. 
1981-1986:  Deputy  Domestic  Policy  Advisor,  Office  of  the  Vice  President. 
1980—1981:  Senior  Legislative  Analyst,  House  Renublican  Study  Committee. 
1980-1981:  Consultant,  Reagan-Bush  Presidential  Campaign. 
1979-1980:  Director  of  Research,  George  Bush  for  President  Campaign. 
1977-1979:  Director  of  Special  Projects  and  Casework,  Office  of  U.S.  Rep- 
resentative Tom  Coleman. 

1977:  Scheduler,  Office  of  U.S.  Representative  Jack  Kemp. 

1971-1977:  Director  of  Regional  Office,  Office  of  U.S.  Senator  James  L.  Buckley. 

HEAD  START 

Senator  Harkin.  That  was  not  my  first  question,  but  I  want  to 
talk  about  it  because  I  am  very  interested  in  that.  I  see  it  as  a  very 
important  part  of  prevention. 

Ms.  Gall.  Absolutely. 

Senator  Harkin.  Right  now,  how  many  eligible  children  are 
being  covered  by  Head  Start? 

Ms.  Gall.  About  60  percent  of  the  roughly  825,000  children  we 
are  targeting  in  the  year  before  they  enter  the  public  school  sys- 
tem. 

Senator  Harkin.  Congress  never  intended  Head  Start  to  be  ze- 
roed on  age  4. 
Ms.  Gall.  I  understand  that,  sir. 

Senator  Harkin.  I  refuse  to  sit  here  and  accept  a  narrowing  of 
those  parameters  and  to  hear  we  are  getting  66  percent  or  what- 
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ever  it  is  that  you  just  said.  Congress  intended  Head  Start  all  the 
way  from  age  2  on  up. 

Ms.  Gall.  I  understand  that,  and  you  will  note  that  our  budget 
for  1992  reflects  an  increase  for  parent-child  centers  associated 
with  Head  Start  which  address  the  needs  of  families  with  children 
from  zero  to  3  years  old.  We  understand  the  congressional  intent 
as  it  relates  to  4  year  olds.  In  fact,  about  25  percent  of  our  children 
are  3  year  olds.  We  serve  some  5  year  olds  too,  although  many  of 
those  children  are  in  the  public  school  system  and  enter  kinder- 
garten at  the  age  of  5. 
We  would  like  to  reach  as  many  children  as  possible  for  a  year 


whatsoever  on  serving  3  year  olds  if  grantees  feel  that  that  is  im- 
portant. That  means  we  may  serve  3  year  olds  for  a  2-year  period 
of  time.  There  are  no  restrictions  as  far  as  we  are  concerned  on 
that. 

It  is  our  concern  that  we  reach  children  for  at  least  a  period  of 
1  year  so  that  they  have  that  important  start  before  they  begin 
working  in  the  school  system  and,  as  importantly,  that  the  parents 
have  that  head  start,  or  parent  involvement,  before  they  enter  into 
the  school  system  as  well. 

We  believe  it  is  important  to  serve  as  many  children  as  possible 
for  1  year,  and  that  would  be  our  first  goal.  If  you  look  at  the  stud- 
ies that  have  been  done  over  a  period  of  time  on  children  in  Head 
Start,  you  see  significant  gains  in  a  period  of  1  year  when  children 
are  in  the  Head  Start  Program.  You  see  some  gains  in  the  second 
year,  but  the  most  cost-effective  approach  of  reaching  as  many  eli- 
gible children  as  possible  is  providing  that  1-year  experience. 

I  might  just  note  for  the  record,  since  1989  we  have  increased 
funding  for  Head  Start  by  66  percent,  and  we  are  very  proud  of 
that  record.  We  are  currently  serving  approximately  600,000  chil- 
dren per  year„ 

Senator  Harkin.  Is  that  66  percent  since  1989  the  request  that 
the  administration  sent  down? 

Ms.  Gall.  Yes;  last  year  we  received  a  $400  million  increase  for 
fiscal  year  1991,  and  this,  coupled  with  the  $100  million  we  hope 
to  get  for  1992,  is  a  significant  increase. 

Senator  Harkin.  Did  you  include  in  your  figure  the  money  we 
put  in  the  supplemental  last  year? 

Ms.  Gall.  That  includes  the  supplemental. 

Senator  Harkin.  Let  me  ask  this.  You  mentioned  the  parent- 
child  program.  That  is  a  mandatory  program,  and  it  is  required  by 
law. 

Ms.  Gall.  Yes;  but  we  are  very  enthusiastic  about  it.  We  think 
it  is  a  very  good  program,  and  we  are  very  enthusiastic  about  sup- 
porting it. 

Senator  Harkin.  I  hope  you  are  as  enthusiastic  about  supporting 
Head  Start. 
Ms.  Gall.  Oh,  indeed. 

Senator  Harkin.  Let  us  go  back  through  this  again.  Of  the  total 
children  eligible  under  the  Head  Start  Program  as  passed  by  Con- 
gress 25  years  ago,  how  many  children  are  being  served? 

Ms.  Gall.  There  are  two  ways  of  looking  at  those  figures,  Sen- 
ator. If  you  are  looking  at  the  total  population  of  children  from  3 


before  they  enter  the  school 


restriction 
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to  5  years  old,  then  you  are  talking  about  2-  to  3-million  children. 
When  we  are  looking  at  serving  as  many  children  as  possible  for 
a  1-year  period  of  time  rather  than  3  year  olds  for  a  2-year  period 
of  time,  then  we  are  looking  at  a  universe  of  about  825,000  children 
in  any  1  year. 

We  expect  that  about  20  percent  of  those  825,000  children  will 
either  be  in  other  early  childhood  programs,  or  they  may  not  wish 
to  participate  in  the  program. 

Senator  Harkin.  What  percentage? 

Ms.  Gall.  About  20  percent  of  the  825,000.  Our  statistics  show 
us  that  those  children  are  either  involved  in  other  early  childhood 
programs  or  their  parents  wish  them  not  to  participate. 

Including  the  funding  we  have  proposed  for  fiscal  year  1992, 
about  59  percent  of  the  eligible  children  will  be  served  for  1  year 
before  they  enter  school. 

Senator  Harkin.  So  that  is  59  percent  of  the  eligible  children  age 

4? 

Ms.  Gall.  The  year  before  they  enter  school,  and  that  usually  is 
age  4. 

But,  we  are  not  serving  4  year  olds  exclusively. 

Senator  Harkin.  You  keep  focusing  on  4  year  olds.  I  am  talking 
about  eligible  under  the  law. 

Ms.  Gall.  Eligible  imder  the  law  would  be  3  to  5  year  olds,  and 
that  is  a  much  larger  imiverse. 

Senator  Harkin.  That  is  what  I  want  to  find  out. 

Ms.  Gall.  Yes,  sir. 

Senator  Harkin.  Can  you  address  yourself  to  that,  please? 

Ms.  Gall.  That  is  a  much  larger  figure.  It  represents  2.5-million 
children  3  to  5  years  of  age. 

Senator  Harkin.  Out  of  that  you  are  serving  how  many? 

Ms.  Gall.  Approximately  633,000  in  1992. 

Senator  Harkin.  That  comes  out  to  be — ^has  anybody  got  a  cal- 
culator? 

Ms.  Gall.  That  is  too  much  math  for  me. 

Senator  Harkin.  I  am  told  by  staff  it  is  about  24  or  25  percent. 

Ms.  Gall.  It  is  actually  about  33  percent,  yes.  That  is  a  signifi- 
cant increase  over  the  past  few  years. 

Senator  Harkin.  Fine.  Let  us  stick  with  that;  33  percent  of  the 
eligible  population. 

What  is  the  total  budget  for  Head  Start  next  year? 

Ms.  Gall.  The  total  budget  that  we  have  proposed  for  fiscal  year 
1992  is  $2.05  billion. 

Senator  Harkin.  $2  billion,  and  we  are  serving  33  percent  of 
those  who  are  eligible  under  the  law? 

Ms.  Gall.  Yes;  however,  most  of  the  5  year  olds  are  now  in  kin- 
dergarten, unlike  when  this  law  was  established. 

Senator  Harkin.  And  there  was  a  $100  million  increase  in  there? 

Ms.  Gall.  That  is  right. 

Senator  Harkin.  Now  do  you  see  where  I  got  my  60  years? 
Ms.  Gall.  I  do  not  think  it  would  take  us  60  years  to  get  that 
far. 

Senator  Harkin.  Now  wait  a  second.  A  $100  million  increase  per 
year,  if  we  are  at  $2  billion  and  we  have  33  percent,  that  means 
we  are  going  to  need  $8  billion. 
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Ms.  Gall.  Senator,  let  me  quickly  add  the  reason  why  

Senator  Harkin.  Let  me  just  finish  how  I  got  to  my  60  years.  It 
is  going  to  take  $6  billion  more.  At  $100  million  per  year,  that 
comes  out  to  about  60  years  to  reach  that  eligible  universe.  I  just  I 
wanted  you  to  know  how  I  came  up  with  that  figure. 
Ms.  Gall.  I  understand. 

Senator  Harkin.  I  am  saying  present-day  dollars,  not  counting 
for  inflation. 

Ms.  Gall.  Let  me  go  back  and  address  the  issue  of  the  $100  mil- 
lion for  just  a  minute. 

We  have  asked  our  Head  Start  CTantees  to  take  on  a  rapid  ex- 
pansion of  the  program,  bringing  large  numbers  of  new  children 
into  the  program.  We  have  proposed  $100  million  for  fiscal  year 
1992  because  we  want  to  be  very  careful  to  ensure  that  our  Head 
Start  grantees  have  time  to  prepare  for  the  additional  numbers  of 
children,  the  technical  assistance,  the  training,  the  quality  im- 
provements, the  additional  space  and  planning,  insurance,  addi- 
tional buses,  and  a  whole  host  of  management  issues  as  well.  We 
are  trying  to  pace  this  year  somewhat  to  give  the  grantees  some 
breathing  space. 

It  is  like  a  small  businessman  you  ask  to  double  his  clientele  and 
his  business.  How  he  does  that  and  how  he  plans  and  prepares  to 
do  that  is  very  important.  We  want  to  ensure  that  grantees  main- 
tain the  quality  of  Head  Start  programs  and  provide  the  services 
to  the  children  and  their  families. 

I  would  like  to  add  that  in  terms  of  defining  expansion,  Mr. 
Chairman,  we  are  not  talking  about  new  numbers  of  children  only, 
but  are  also  talking  about  additional  services  that  we  are  going  to 
be  providing  for  those  families.  We  have  taken  a  look  at  Head  Start 
families  over  the  past  few  years,  and  we  have  noticed  a  significant 
increase  in  substance  abuse.  There  are  literacy  concerns  and  the 
relationship  to  employability. 

If  we  are  to  help  those  families  help  those  children,  then  we  need 
to  be  addressing  some  of  these  issues,  and  we  are  going  to  be  pro- 
viding additional  services  to  address  them. 

Expansion  also  means  the  preparation  of  those  children  and  the 
preparation  of  the  public  school  system  to  take  on  those  children. 
We  are  expanding  our  efforts  with  the  Department  of  Education 
and  the  superintendents  of  schools  all  across  the  coimtry  to  help 
address  transition  issues  so  that  our  children,  once  they  move  into 
the  school  system,  do  not  lose  those  important  skills  that  they  have 
developed  in  the  Head  Start  Program.  We  also  want  families  to 
maintain  the  parental  involvement  that  we  feel  is  so  important  to 
the  success  of  the  children. 

Senator  Harkin.  Ms.  Gall,  let  me  read  for  you  Public  Law  101- 
501,  section  105.  If  you  wish,  you  can  refer  to  a  letter  dated  March 
6,  1991,  signed  by  Senator  Kennedy,  chairman  of  the  Labor  and 
Human  Resources  Committee  and  (Congressman  Ford,  chairman  of 
the  House  committee,  Senator  Dodd,  who  is  chairman  of  the  Senate 
Subcommittee  on  Children,  Family,  Drugs  and  Alcoholism,  and 
Congressman  Martinez  on  the  House  side. 

Here  is  what  the  law  states: 

The  Secretary  shall,  prior  to  using  such  additional  funds  to  serve  an  increased 
number  of  children,  allocate  such  ftinds  in  a  manner  that  makes  available  the  funds 


137 

necessary  to  maintain  the  level  of  services  provided  during  the  prior  year,  taking 
into  consideration  the  percentage  change  in  the  Consumer  Price  Index  for  all  urban 
consumers  as  published  by  the  Bureau  of  Labor  and  Statistics. 

That  is  section  105. 

I  hear  you  saying  you  are  going  to  use  this  whole  $100  million 
that  we  have  heard  about  for  expansion.  What  I  want  to  know  is, 
are  you  fulfilling  the  obligations  of  the  law  in  ensuring  that  no 
prior  year  recipients  are  cut  or  reduced  and  are  kept  up  with  the 
level  of  inflation  under  the  Consumer  Price  Index  prior  to  using 
those  moneys  for  expansion  purposes? 

Ms.  Gall.  Included  in  the  $100  million  increase  that  we  are  re- 
questing for  1992  would  be  training  and  technical  assistance,  the 
parent-child  centers,  transition  projects,  as  well  as  expansion  of  en- 
rollment. We  are  very  much  aware  of  the  provisions  of  the  law  £ind 
the  issues  as  they  address  the  quality  of  Head  Start. 

If  you  look  at  our  fiscal  year  1991  funding  level,  you  will  see  that 
we  have  provided  a  total  of  $195  million  to  address  the  issue  of 
quality  improvement.  More  than  one-half  of  that  will  be  targeted 
to  salaries  and  benefits,  and  that  represents  an  11.5-percent  in- 
crease on  average  for  Head  Start  grantees.  Included  in  that  $195 
million  for  quality  improvements  is  roughly  $15  million  which  will 
address  those  issues  I  mentioned  earlier  of  literacy,  employability, 
sii)stance  abuse,  and  so  on  that  are  very  pressing  issues  for  our 
Head  Start  families. 

We  believe  that  the  fiscal  year  1992  program  will  not  be  in  any 
way  a  reduction  of  the  quality  or  level  of  services.  In  fact,  given  the 
additional  efforts  we  are  going  to  be  putting  forth  in  substance 
abuse  and  other  issues  to  address  family  needs,  we  will  be,  in  ef- 
fect, increasing  the  level  of  services. 

When  you  consider  an  11.5-percent  increase  for  grantees  for 
quality  improvement,  that  is  almost  double  the  rate  of  inflation. 

Senator  Harkin.  I  believe  the  letter  from  Senator  Kennedy  says 
you  really  do  not  have  that  option.  The  law  is  unequivocal.  It  says 
to  maintain  the  level  of  services  provided  during  the  prior  year.  It 
does  not  say  imless  it  is  more  than  the  rate  of  inflation  or  some- 
thing. 

Ms.  Gall.  We  believe  very  strongly  that  we  are  maintaining  the 
quality  of  programs.  In  fact,  we  believe  we  are  increasing  the  level 
of  services  through  the  $15  million  that  we  are  targeting  toward 
new  efforts  to  provide  additional  services  to  families. 

We  do  not  believe  at  all  that  we  are  reducing  services  

Senator  Harkin.  Are  you  talking  about  in  1992? 

Ms.  Gall.  I  am  talking  about  the  1991  amount  of  money,  first 
of  all,  in  terms  of  addressing  the  COLA  issue  and  in  1992  

Senator  Harkin.  I  am  talking  about  1992. 

Ms.  Gall.  In  1992,  the  $100  milhon  that  we  will  have  for  Head 
Start  expansion  includes  a  significant  portion  for  additional  enroll- 
ment of  children,  but  it  also  includes  increased  training  and  tech- 
nical assistance,  funding  for  parent-child  centers,  and  transition 
projects. 

In  addition  to  that,  I  do  want  to  mention.  Senator,  that  we  have 
asked  our  inspector  general  to  help  us  review  our  Head  Start 
grantees  this  year.  It  will  be  a  two-part  study  late  this  spring  and 
again  in  late  winter.  We  will  be  identifying  any  particular  needs 
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that  our  Head  Start  grantees  will  have  that  we  may  not  have 
picked  up  in  our  monitoring  reviews. 

Senator  Harkin.  I  was  just  talking  to  staff  here.  As  I  understand 
it,  as  I  read  the  law,  it  says  that  you  cannot  serve  additional  chil- 
dren until  you  take  into  account  inflation  and  maintain  prior  year's 
level  of  services  to  the  children  you  have  already  served. 

Ms.  Gall.  We  have  done  that.  We  believe  that  we  have  done 
that. 

Senator  Harkin.  For  1992? 

Ms.  Gall.  Yes;  we  believe  that  we  will  be  maintaining  the  level 
of  services  and  that  there  will  be  no  reduction  in  services.  That  is 
what  the  act  requires  us  to  do,  to  ensure  that  there  is  no  negative 
impact  on  the  level  of  service  for  our  grantees  and  for  our  families 
and  children.  We  believe  that  we  will  not  be  decreasing  any  level 
of  services. 

Senator  Harkin.  Obviously  you  are  saying  that  some  of  the 
money  you  have  in  1991  you  have  to  carry  over  to  1992. 

Ms.  Gall.  Some  of  the  money  will  be  carried  over  to  1992,  yes. 
We  believe  the  grantees  will  want  to  do  that,  and  they  have  the 
authority  to  do  that. 

Senator  Harkin.  Can  you  tell  us  how  much  you  are  carrying 
over? 

Ms.  Gall.  We  do  not  yet  know.  We  will  have  to  wait  and  see. 

Senator  Harkin.  How  soon  will  you  know  that? 

Ms.  Gall.  When  we  begin  the  funding  process.  The  guidsmce  will 
be  going  out  in  the  next  month  or  so,  and  we  will  have  a  better 
fix  on  that  in  late  spring,  I  would  think,  or  in  early  summer.  We 
would  be  happy  to  share  that  with  you. 

Senator  Harkin.  We  would  like  to  see  that.  We  may  have  to  have 
another  short  hearing  just  on  Head  Start  itself. 

Ms.  Gall.  Let  me  assure  you  that  the  issue  of  quality  and  main- 
taining the  level  of  services  and,  in  fact,  increasing  the  services 
wherever  needed  is  an  important  issue  for  all  of  us. 

Senator  Harkin.  What  is  really  important  is  what  this  carryover 
is.  I  will  tell  you  right  now,  we  are  going  to  look  at  this  year,  1991, 
compared  to  last  year  to  make  sure  that  the  level  of  service  from 
last  year  to  this  year  was  not  diminished  in  any  way,  taking  into 
account  inflation,  the  Consumer  Price  Index  and  other  things,  be- 
fore new  people  are  served.  Then,  by  this  summer  we  will  take  a 
look  and  we  will  see  really  how  many  additional  children  are  going 
to  be  served  imder  this  $100  million. 

Ms.  Gall.  We  would  be  happy  to  share  any  information  we  gath- 
er with  you,  because  our  concern  as  well  is  to  make  sure  we  main- 
tain the  level  of  services  for  our  children  and  our  families.  We  are 
very  much  interested  in  doing  that  as  well.  Senator. 

Senator  Harkin.  Ms.  Grail,  does  the  administration  have  a  goal 
for  when  they  want  to  fully  fund  Head  Start?  Have  there  been  any 
stated  goals  by  the  administration? 

Ms.  Gall.  Yes;  we  want  to  serve  as  many  children  as  possible 
at  least  1  year  prior  to  their  entry  to  public  school.  We  want  to  give 
as  many  children  as  possible  the  experience  of  Head  Start  for  1 
year,  because  we  feel  we  can  reach  more  children  that  way. 

Our  targeted  goal  would  be  

Senator  Harkin.  I  just  do  not  know  if  you  have. 
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Ms.  Gall.  I  believe  it  is  1994  when  we  would  reach  the  targeted 
level  of  825,000  children  less  the  20  percent  that  we  are  talking 
about. 

Senator  Harkin.  So  you  are  saying  that  your  goal  by  1994  is  just 
to  reach  all  4  year  olds? 

Ms.  Gall.  To  reach  children  so  that  they  have  1  year's  experi- 
ence in  the  Head  Start  Program. 

Senator  Harkin.  Four  year  olds? 

Ms.  Gall.  Primarily  4  year  olds  but  also  3  year  olds. 

Senator  Harkin.  What  is  the  funding  level  needed  in  1994  to  do 
that? 

Ms.  Gall.  We  would  have  to  get  back  to  you  on  that. 
Senator  Harkin.  Would  vou  get  back  to  me  on  that? 
Ms.  Gall.  Yes;  we  would  be  happy  to. 
[The  information  follows:] 

Letter  From  Mary  Sheila  Gall 

March  25, 1991. 

Hon.  Tom  Harkin, 

Chairman,  Subcommittee  on  Labor,  HHS,  Education  and  Related  Agencies,  Commit- 
tee on  Appropriations,  U.S.  Senate,  Washington,  DC. 

Dear  Mr.  Chairman:  During  the  course  of  questions  and  answers  in  conjunction 
with  my  appearance  before  your  subcommittee  on  March  7,  1991,  you  inquired 
about  the  Administration's  goal  for  fiilly  funding  the  Head  Start  program.  The  ensu- 
ing discussion  focused  on  the  year  1994.  After  reviewing  the  transcript  of  the  hear- 
ing, I  have  concluded  that  both  a  clarification  and  amplification  of  my  response  on 
this  topic  is  in  order.  So  that  the  subcommittee  may  have  the  benefit  of  a  more  com- 
plete delineation  of  the  Administration's  views,  I  respectfully  request  that  this  letter 
be  included  in  the  permanent  record  of  the  hearing. 

On  February  26,  1990,  in  announcing  the  National  Goals  for  Education,  the  Presi- 
dent emphasized  six  primary  goals.  The  first  of  these  states  that  'T)y  the  year  2000, 
all  children  in  America  will  start  school  ready  to  learn."  The  first  stated  objective 
pursuant  to  this  goal  declares  that  ''all  disadvantaged  and  disabled  children  will 
have  access  to  high  quality  and  developmentallv  appropriate  preschool  programs 
that  help  prepare  children  for  school."  The  President  s  announcement  fiirther  notes 
that  **the  federal  government  should  work  with  the  states  to  develop  and  fully  fund 
early  intervention  strategies  for  children.  All  eligible  children  should  have  access  to 
Head  Start,  Chapter  I,  or  some  other  successfiil  preschool  program  with  strong  pa- 
rental involvement.  Our  first  priority  must  be  to  provide  at  least  one  year  oi  pre- 
school for  all  disadvantaged  children." 

The  expansion  of  the  Head  Start  program  is  one  important  component  of  achiev- 
ing that  goal.  As  you  will  recall,  I  observed  that  as  prudent  managers,  we  in  the 
Department  have  a  duty  not  only  to  initiate  all  appropriate  means  to  expand  Head 
Start  participation,  but  to  also  assure  that  the  program's  grantees  are  fully  pre- 
pared to  accept  additional  children  without  sacrificmg  quality.  The  wisest,  most 
cost-effective  investment  of  increased  Federal  funds  for  Head  Start  is  and  shall  be 
a  major  priority. 

I  very  much  appreciate  the  opportunity  to  clarify  the  Administration's  intentions 
with  regard  to  this  important  topic.  I  thank  you  for  your  courtesy  in  making  this 
letter  a  part  of  the  permanent  record. 
Sincerely, 

Mary  Sheila  Gall, 
Assistant  Secretary  for  Human  Development  Services. 

FUNDING  ELIGIBLE  CHILDREN 

Senator  Harkin.  Obviously,  that  is  2  years  away.  Let  us  look  at 
it;  59  or  60  percent,  so  we  have  to  go  40  percent  more.  Just  roughly 
thinking,  we  have  $2  billion,  so  40  percent  is  about  $1  billion  when 
you  take  into  account  inflation.  So  we  will  need  $1  billion  in  the 
next  2  years.  Is  that  right? 
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Mr.  Williams.  Under  the  definition  of  funding  all  eligible  chil- 
dren for  1  year  before  they  enter  school,  I  think  we  would  need 
about  $3.1  billion  to  fund  that  commitment. 

Senator  Harkin.  You  will  need  $3.1  billion  

Mr.  Williams.  Yes;  $3.1  billion. 

Senator  Harkin  [continuing].  To  fund  100  percent  of  the  4  year 
olds.  That  seems  to  be  about  right  to  me,  looking  at  where  we  are 
right  now.  That  is  about  $1  billion  more.  That  means  if  you  ask  for 
$100  million  in  1992,  then  you  are  going  to  have  to  ask  for  about 
$400  million  in  1993  and  another  $500  or  $600  milHon  in  1994. 

Ms.  Gall.  Senator,  as  you  know,  the  administration  has  asked 
for  higher  amounts  in  the  past  couple  of  years,  but  I  want  to  make 
it  very  clearly  imderstood  that  the  reason  we  are  asking  for  a  less- 
er amount  right  now  is  not  a  lack  of  interest  in  the  program  by  any 
means.  It  is  a  means  of  putting  on  the  brakes  somewhat  so  that 
we  can  take  a  look  at  where  we  are  in  expansion,  quality,  and 
maintenance  of  services  to  our  families  and  to  our  children. 

We  feel  it  is  very  important  to  slow  down  somewhat  so  that  we 
can  make  sure  that  all  systems  are  in  place  so  that  we  can  acceler- 
ate down  the  road  once  again. 

I  think  that  is  sound  management.  Senator.  We  need  to  take  a 
look  at  where  we  are,  how  the  grantees  are  doing,  how  they  are 
dealing  with  the  myriad  issues  related  to  expansion,  and  how  they 
are  continuing  to  provide  the  quality  services. 

That  is  a  lot  for  our  grantees  to  take  on.  We  believe  they  are 
doing  a  very  good  job  but  we  have  to  give  them  a  bit  of  breathing 
space  in  order  to  address  any  issues  that  may  arise. 

Senator  Harkin.  Ms.  Gall,  I  think  that  most  organizations  before 
they  set  down  goals  do  an  intensive  study  and  survey  to  see  wheth- 
er or  not  the  goals  are  achievable.  You  do  not  set  a  goal  down  that 
you  absolutely  cannot  achieve.  If  I  set  a  goal  to  fly  to  the  Moon  in 
the  next  10  years,  that  is  ridiculous.  I  cannot  achieve  that  goal. 
You  have  to  have  goals  that  are  achievable. 

So  I  can  only  assume  that  if  the  administration's  stated  goal  is 
to  serve  all  4  year  olds  by  1994,  that  must  be  an  achievable  goal. 
If  that  is  so,  why  are  you  putting  on  brakes  now?  It  seems  you 
have  to  start/stop,  and  then  you  have  2  more  years.  You  are  saying 
you  have  to  take  a  look  to  see  whether  or  not  they  can  gear  up  for 
this. 

I  would  think  that  before  you  set  the  goal  for  1994  you  would 
have  had  your  planners  and  people  out  there  asking  how  we  can 
realistically  meet  this  goal.  So  you  are  either  telling  me  that  the 
goal  is  unrealistic  and  cannot  be  met  or  that  the  goal  is  realistic 
but  is  going  to  be  met  by  flooding  the  program  in  the  last  year. 

Ms.  Gall.  We  are  trying  to  be  good  managers  of  this  program. 
While  we  believe  that  we  have  been  able  to  administer  the  in- 
creases and  the  expansion  thus  far,  we  need  to  take  a  look  at  how 
things  are  going.  We  need  to  make  sure  that  we  are  able  to  main- 
tain quality  while  we  have  major  expansion.  It  is  important  to  us 
to  take  a  look  at  how  it  is  going.  That  is  sound  management.  If  you 
are  a  businessman  or  you  are  planning  a  trip  to  the  Moon,  you 
have  to  stop  at  some  point  and  take  a  look  at  how  well  your  plans 
have  gone  and  where  you  go  from  there. 
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I  think  that  while  we  continue  to  bring  new  children  into  the 
program  this  year  and  will  do  that  next  year,  we  are  also  putting 
a  greater  emphasis  on  quality  improvement,  and  on  technical  train- 
ing. 

I  have  met  with  many  of  our  Head  Start  directors  around  the 
country,  and  they  are  meeting  challenges  that  they  have  not  had 
to  address  before.  Certainly  substance  abuse  has  a  tremendous  im- 
pact on  the  way  they  do  business  in  the  classroom. 

It  is  important  to  us  to  have  an  assessment  of  how  that  is  going 
so  that  we  can  continue  to  ensure  a  quality  program.  I  think  that 
is  just  good,  sound  management. 

Senator  Harkin.  Again,  I  am  a  little  confused.  You  can  help  me 
out  on  this.  You  keep  talking  about  the  quality  and  insuring  that 
the  quality  of  the  programs  is  improving,  but,  as  I  understand  it 
from  my  staff  and  as  I  understand  it  from  the  past,  25  percent  of 
the  fxmds  above  the  cost-of-living  increase  is  to  be  available  for  a 
quality  reserve. 

Ms.  Gall.  Yes. 

Senator  Harkin.  You  are  aware  of  that? 
Ms.  Gall.  Yes. 

Senator  Harkin.  Inasmuch  as  the  budget  request  is  just  short  of 
the  cost  of  living,  that  does  not  trigger  the  25-percent  reserve 
which  you  want  to  use  

Ms.  Gall.  In  1992. 

Senator  Harkin.  That  is  what  I  am  talking  about.  We  are  here 
on  the  1992  budget.  So  when  I  hear  you  talking  about  quality  up- 
grades, I  am  wondering  what  is  going  on. 

Ms.  Gall.  We  want  to  look  at  this  in  the  context  of  fiscal  year 
1991  as  well  and  the  kinds  of  quality  improvements  that  we  are 
talking  about  in  fiscal  year  1992.  I  think  you  cannot  look  at  1992 
alone  without  taking  a  look  at  what  we  are  doing  in  1991  as  well. 

Senator  Harkin.  So  the  25  percent  was  triggered  this  year? 

Ms.  Gall.  Yes. 

Senator  Harkin.  So  you  have,  was  it  10  percent? 
Ms.  Gall.  In  1991  the  mandate  for  quality  was  10  percent  of  the 
total  appropriation. 
Senator  Harkin.  That  was  triggered,  and  that  was  used? 
Ms.  Gall.  Yes,  sir. 

Senator  Harkin.  Now  again,  let  us  look  at  1992.  I  assume  you 
used  the  10  percent  for  quality  improvement. 
Ms.  Gall.  You  bet. 

Senator  Harkin.  1992  comes  along.  To  get  the  25-percent  quality 
reserve,  which  is  what  we  are  talking  about,  1992,  your  request  is 
just  short  of  the  cost  of  living;  therefore,  it  will  not  trigger  that  25- 
percent  reserve. 

Ms.  Gall.  That  is  right.  It  will  not  trigger  in  1992. 

Senator  Harkin.  Then  how  can  you  insure  continued  attention  to 
I  enhancing  the  quality  if  you  do  not  trigger  that  25-percent  reserve? 
Are  you  saying  that  all  you  did  this  year  was  sufficient,  you  have 
to  do  nothing  next  year? 

Ms.  Gall.  Yes. 

I  Mr.  Stovenour.  Mr.  Chairman,  one  thing  to  keep  in  mind  is 
I  that  the  $100  million  is,  of  course,  over  the  1991  level,  so  the 
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grantees  will  still  have  that  base  amount  in  addition  to  the  $100 
million.  , 

Senator  Harkin.  Well,  let  me  read  from  the  committee  report.  It 
says  here,  and  this  is  both  House  and  Senate,  *The  committee  in-  i 
tends  that  the  funds  made  available  under  section  640(a)(3)  shall  ■ 
be  used  to  supplement  and  not  supplant  grants  made  with  funds  1) 
under  section  640(a)(5).  The  committee  expects  the  Department  to  i 
continue  to  provide  cost-of-living  increases  and  that  the  funds  | 
under  this  section",  which  is  the  quality  reserve  section,  "will  not  j 
replace  such  increases."  In  other  words,  quality  funds  may  not  be  ji 
used  for  cost  of  living. 

Are  you  saying  that  you  want  to  ignore  the  report? 

Ms.  Gall.  Senator,  we  have  taken  a  look  at  the  language  of  the 
act,  and  we  feel  that  we  are  meeting  in  both  1991  and  1992  the 
language  of  the  act.  We  will  negotiate  with  each  grantee  to  ensure 
the  maintenance  of  a  quality  program. 

In  addition  to  that,  as  I  have  said,  we  are  asking  the  inspector . ; 
general  to  work  with  us  to  determine  what  needs  the  grantees 
might  have  to  address  quality  improvements  and  management.  As 
we  take  a  look  at  that  information  plus  the  monitoring  reviews, 
that  will  give  us  a  better  picture  of  where  we  need  to  go. 

Senator  Harkin.  I  cannot  speak  for  the  other  body,  but  I  believe 
that  this  subcommittee  is  not  going  to  look  too  kindly  upon  using 
the  quality  reserve  moneys  for  cost  of  living  when  we  specifically 
wrote  that  in  the  report  and  intended  that  they  not  be  used  that 
way.  ^ 

We  believe  that  that  program  decisions  should  coincide  with  the 
intent  of  the  law  as  the  law  was  written.  So  we  will  have  some  fur- 
ther discussions  on  that.  I  just  wanted  to  let  you  know  that  we  are 
not  going  to  look  very  kindly  on  that. 

Again,  it  all  comes  down  to  just  where  we  are  going  on  Head 
Start.  Is  this  just  all  rhetoric,  or  are  we  really  going  to  put  some- 
thing into  it?  Are  we  going  to  talk  about  it  and  tnen  start  shuffling 
these  moneys  around,  or  are  we  going  to  try  to  meet  the  goal  in 
1994,  your  own  stated  goal? 

I  have  a  different  goal,  and  that  is  to  fully  fund  Head  Start,  not 
just  for  4  year  olds  but  for  all  eligible  kids  from  3  to  5. 

Ms.  Gall.  Senator,  we  believe  that  we  are  doing  a  very  good  job 
in  reaching  as  many  children  as  possible,  and  we  believe  that 
soimd  management  requires  us  to  take  a  look  at  the  program  this 
year  and  to  see  where  we  are  going  and  how  best  to  get  there.  We 
think  that  a  $100  million  increase  will  do  just  that  for  us.  It  will 
continue  our  expansion.  It  will  also  help  us  to  take  a  sound  look 
at  where  things  stand  with  our  grantees  and  then  where  to  go  from 
there. 

Senator  Harkin.  Let  me  make  it  clear.  I  am  not  saying  that  you 
are  not  doing  a  good  job  out  there.  I  am  not  saying  that. 
Ms.  Gall.  That  is  good. 
Senator  Harkin.  I  am  not  saying  that. 
Ms.  Gall.  I  understand. 

Senator  Harkin.  What  I  am  saying  is,  here  we  are,  here  is  where 
we  want  to  go,  and  I  am  not  certain — ^no,  I  will  go  beyond  that — 
I  know  that  this  budget  request  from  the  administration  is  not 
going  to  get  us  there.  It  is  just  not.  I  do  not  want  you  to  be  playing 
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funny  games  here  and  not  trying  to  comply  with  the  law  as  clearly 
written  or  the  intent  of  Congress  as  made  clear  in  the  report. 

Ms.  Gall.  Senator,  we  do  not  want  fun  and  games,  either.  That 
does  not  serve  our  children  or  our  families. 

Senator  Harkin.  That  is  right.  Again,  $100  milhon?  Is  that  really 
so?  How  much  of  that  is  going  to  serve  new  kids?  You  say  about 
$90  million.  I  am  not  certain  that  $90  million  is  going  to  be  eligible 
if  you  meet  the  clear  intent  of  the  law.  I  do  not  think  $90  million 
will  be  available.  It  looks  to  me  somewhere  aroimd  maybe  $60,  $70 
million,  if  that  much,  will  be  available.  That  pushes  that  1994  back 
even  further  even  for  4  year  olds. 

Ms.  Gall.  You  know,  our  concern  is  quality  and  the  ability  to 
manage  the  program  and  to  do  right  by  those  children  and  those 
families  and  the  taxpayers  who  are  paying  for  the  program. 

Senator  Harkin.  Well,  then,  request  more  than  $100  million. 

Ms.  Gall.  We  want  to  make  sure  we  can  use  it  and  use  it  well 
and  manage  the  program  well.  That  is  our  concern  for  this  year. 

As  you  know,  tne  administration  has  a  strong  record  of  asking 
for  significant  increases  in  the  Head  Start  Program.  Again,  the  rea- 
son we  did  this  this  year  is  so  that  we  could  take  a  good  look  at 
where  we  are  and  wnere  we  need  to  go  in  terms  of  training  and 
the  other  issues  we  have  to  address  to  maintain  the  level  of  serv- 
ices. 

We  would  be  happy  to  share  with  you  additional  materials  as  we 
get  the  inspector  general  report  and  other  materials  that  we  have 
when  we  take  a  look  at  where  we  are  with  our  grantees.  We  would 
be  happy  to  share  that  information  with  you. 

If  I  might  add.  Senator,  we  do  not  always  hear  about  some  of  the 
difficulties  that  our  Head  Start  grantees  are  dealing  with.  When  I 
was  in  New  York  the  other  day,  I  found  out  that  a  significant  num- 
ber of  children  are  coming  into  our  program  with  tuberculosis. 
There  are  some  other  special  health  concerns  in  the  New  York  City 
area  that  we  are  addressing.  There  are  some  innovative  approaches 
that  we  are  taking  in  New  York.  In  particular,  we  are  setting  up 
a  Head  Start  Program  and  a  residential  drug  treatment  program 
for  women  and  their  young  children. 

So  we  are  making  progress  in  terms  of  developing  creative  ap- 
proaches to  the  Head  Start  Program,  but  at  the  same  time  we  are 
trying  to  identify  those  particular  issues  that  we  need  to  address. 
Some  of  our  Head  Start  programs  in  New  York  City  have  as  many 
as  21  nationalities  of  new  immigrants  coming  into  the  United 
States  that  present  some  particular  challenges  to  those  Head  Start 
grantees. 

We  just  want  to  make  sure  that  we  do  not  lose  the  tremendous 
momentum  that  we  have  at  the  State  and  Federal  level  for  the 
Head  Start  Program  by  running  into  lots  of  management  or  other 
snags.  So  we  want  to  take  this  breathing  period  to  address  those 
kinds  of  issues  and  get  them  imder  control. 

Senator  Harkin.  One  of  the  stated  health  objective  goals  for  1980 
was  to  eradicate  tuberculosis.  It  is  actually  on  the  increase.  We  cov- 
ered that  the  other  day  with  Dr.  Sullivan. 

Let  me  talk  just  a  little  bit  about  block  grant  proposals,  and  then 
we  will  move  on.  I  was  looking  at  the  authorization  for  the  block 
grants.  The  1992  budget  identifies  $21  billion  in  grants  from  five 
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major  policy  areas  for  possible  turnover  to  State  and  local  govern- 
ments as  part  of  a  single  block  grant.  The  social  services  block 
grant  is  one  of  the  programs  identified  for  consolidation. 

OK,  let  us  go  back  in  time.  Beginning  in  1982  the  social  services 
block  grant  was  formed  by  replacing  grants  for  certain  things.  So- 
cial services,  child  care,  and  training  were  all  put  into  the  social 
services  block  grant.  I  remember  that  debate  very  well.  The  argu- 
ment was  used  that  consolidating  would  give  the  States  more  flexi- 
bility in  administering  these  programs.  What  actually  happened 
was  that  we  gave  the  States  fewer  dollars. 

If  we  had  kept  up  just  with  the  rate  of  inflation  for  all  those  pro- 

frams  in  1982  that  were  consolidated,  the  program  would  need 
4.587  billion  next  year  just  for  the  rate  of  inflation.  It  is  author- 
ized at  $2.8  billion.  That  is  the  administration's  number. 

So  really,  what  we  have  done  is  take  all  those  programs  together 
and  actually  fund  them  at  one-half  the  rate  of  what  we  did  in  1981, 
in  real  dollars,  constant  dollars  using  the  GNP  deflator. 

So  I  am  wondering  if  we  are  going  down  that  same  path  again, 
putting  the  social  services  block  grants  into  a  new  block  grant  with 
housing,  community  development,  education,  environment,  every- 
thing, throw  it  all  together,  and  it  is  just  like  1982  all  over  again. 
We  will  put  it  out  there  and  then  cut  the  funds  to  the  States.  You 
know  v/hat  the  States  are  facing  out  there  with  budget  shortfalls. 

So  that  is  why  we  are  concerned  about  this  and  about  the  im- 
pact. I  just  wondered  if  you  have  any  thoughts  on  that. 

Ms.  Gall.  A  couple  of  thoughts.  First  of  all,  we  are  funding 
SSBG,  the  social  services  block  grant,  at  the  full  authorization 
level. 

Second,  I  admit  that  my  views  are  somewhat  parochial  because 
I  deal  primarily  with  the  issues  in  HDS,  although  we  do  coordinate 
with  other  departments  and  agencies.  I  will  tell  you,  one  of  my 
greatest  frustrations  in  particular  in  dealing  with  the  child  welfare 
issues  and  the  high  numbers  of  children  we  see  coming  into  foster 
care  as  a  result  of  alcohol,  crack,  cocaine,  and  a  number  of  other 
related  challenges  is  the  difficulty  that  local  jurisdictions  have  in 
coordination  of  services,  integration  of  services,  blended  fimding 
streams,  and  so  on. 

In  many  communities.  Senator,  it  is  disastrous.  The  children  in 
the  families  are  not  being  served  well.  One  of  my  greatest  frustra- 
tions is  getting  the  courts  and  the  judges  and  the  case  workers  and 
the  doctors  and  the  child  protective  service  workers  and  the  hous- 
ing people,  the  welfare  people,  the  FDC,  so  on  and  so  forth,  to  work 
together  to  serve  our  children  and  families.  It  is  not  happening  the 
way  it  should  be. 

If  we  can  address  some  of  those  issues  by  blending  funding 
streams,  by  making  it  easier  for  local  jurisdictions  to  blend  their 
pots  of  money  to  address  those  issues,  in  my  parochial  view,  would 
help  us  serve  children  and  families  much  better.  If  this  system  is 
going  to  work,  then  I  am  all  for  it. 

Senator  Harkin.  That  is  all  right  as  long  as  the  funding  contin- 
ues, but  if  you  just  put  it  out  there  and  say  work  together  and  then  | 
we  are  going  to  cut  all  the  funding,  I  do  not  think  that  does  much 
good,  either. 
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Mr.  Williams.  Mr.  Chairman,  you  will  remember  that  when  this 
proposal  was  presented  to  the  Governors  early  in  February,  they 
reacted  extremely  favorably  to  this  idea.  I  think  our  interest  is  very 
much  in  exploring  further  this  whole  idea. 

Ms.  Gall.  One  of  the  greatest  frustrations  folks  in  the  child  wel- 
fare services  community  nave  is  that  we  have  lots  of  pots  of  money. 
We  have  abandoned  infants  here,  we  have  our  youth  gang/drug 
treatment  pots  of  money  over  here.  We  have  all  kinds  of  pots  of 
money,  and  they  spend  one-half  their  time  filling  out  forms. 

Senator  Harion.  The  things  you  just  mentioned  are  not  really 
part  of  the  proposal  to  be  consolidated. 

Ms.  Gall.  We  are  talking  about  SSBG  and  a  number  of  other 
types  of  funding,  and  anything  we  can  pool  to  help  address  those 
concerns  we  would  support. 

If  I  may  put  a  plug  in,  I  think  those  are  the  kinds  of  things  we 
need  to  be  thinking  about  with  other  programs  as  well. 

Senator  Harkin.  There  is  one  last  one  that  I  want  to  cover,  shift- 
ing from  kids  to  the  elderly.  There  is  a  bill  pending  that  I  hope  will 
get  through  all  right.  It  is  the  Older  Americans  Health  Promotion 
and  Disease  Prevention  Act,  one  of  a  package  of  bills  I  introduced 
focusing  on  prevention. 

It  expands  part  F  of  the  Older  Americans  Act  to  establish  a  State 
grants  program  that  would  provide  disease  prevention  and  health 
promotion  services  and  information  at  senior  citizen  centers,  con- 
gregate meal  sites  and  things  like  that,  home  meals.  Meals  on 
Wheels.  Again,  it  is  prevention  and  health  promotion. 

The  administration  has  never  requested  funding  for  part  F  of  the 
Older  Americans  Act,  which  is  health  prevention  for  older  Ameri- 
cans. Do  you  feel  that  these  services  are  important?  Do  you  feel 
that  you  might  be  requesting  some  money  for  expansion  of  part  F? 
That  is,  prevention  and  health  promotion. 

Ms.  Gall.  As  you  know,  Mr.  Chairman,  health  promotion  and 
disease  prevention  is  one  of  Dr.  Sullivan's  prime  goals  in  address- 
ing all  our  age  groups.  We  very  much  support  dealing  with  oxir 
aging  population. 

Those  kinds  of  activities  can  be  carried  out  under  our  existing 
authorities  and,  in  fact,  many  of  our  area  agencies  do,  in  fact,  do 
those  kinds  of  activities  under  existing  authority.  This,  coupled 
with  some  of  the  elder  care  components  that  our  Commissioner  of 
the  Administration  on  Aging  has  undertaken  we  feel  will  address 
those  issues  along  with  nutrition. 

Senator  Harkin.  I  have  been  at  I  do  not  know  how  many  con- 
gregate meal  sites.  I  have  worked  days  on  home  delivered  meals 
and  Meals  on  Wheels.  I  have  been  to  senior  citizen  centers  all  over 
Iowa.  With  one  exception,  which  was  not  a  senior  citizen  center  but 
a  day-care  center  for  the  elderly,  I  never  saw  any  kind  of  preven- 
tion or  health  promotion  activities  at  all.  None. 

Ms.  Gall.  I  will  be  sure  to  pass  that  along  to  the  Commissioner. 
First  of  all,  she  will  be  delighted  that  you  visited  all  those  

Senator  Harkin.  I  did  not  visit  them  all.  I  visited  most  of  them. 

Ms.  Gall.  I  will  pass  that  information  along  to  her  so  she  can 
take  a  look  at  that. 

Senator  Harkin.  There  needs  to  be  an  active  outreach  program 
of  prevention.  Now  there  may  be  instances  and  isolated  cases  in 
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some  cities  where  I  have  not  been  where  they  do  take  blood  pres- 
sure tests,  where  they  do  cholesterol  checks  and  things  like  that, 
but  there  is  no  coordinated,  concerted  effort  throughout  the  whole 
program  to  do  that.  There  may  be,  as  I  say,  individuals  in  certain 
commimities  that  understand  the  benefit  of  that  and  do  that  on 
their  own. 

Ms.  Gall.  That  is  a  very  popular  activity  with  most  of  our  areas 
offices  on  aging,  I  should  tell  you.  That  is  something  that  we  see 
routinely  in  our  programs,  but  I  will  be  happy  to  pass  that  along 
specifically  to  the  Commissioner. 

Senator  Harkin.  I  want  to  pass  on  to  you  that  we  need  some 
funding  for  expansion  of  part  F  to  expand  tnose  services. 

I  have  some  questions  from  Senator  Adams,  but  we  will  just  put 
those  in  the  record. 

That  is  all  I  have.  Thank  you  very  much. 

Ms.  Gall.  Thank  you,  sir. 

Senator  Harkin.  As  you  can  see,  we  have  an  intense  interest  in 
the  Head  Start  Program.  We  will  be  pursuing  that  with  you  as  the 
months  go  by,  and  you  will  get  those  figures  to  us? 

Ms.  Gall.  Yes;  we  would  be  happy  to  work  with  you  on  that,  and 
we  appreciate  your  interest  very  much.  Thank  you. 

QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

Senator  Harkin.  Thank  you  very  much. 

There  will  be  some  additional  questions  which  will  be  submitted 
for  your  response  in  the  record. 

[The  following  questions  were  not  asked  at  the  hearing,  but  were 
submitted  to  the  Department  for  response  subsequent  to  the  hear- 
ing:] 
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QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

HEAD  START  -  COST  OF  LIVING 

Question.     We  have  several  concerns  relating  to  the 
implementation  of  the  1990  reauthorization  of  Head  Start.  In 
creating  the  quality  set-aside,   the  reauthorization  bill  was  careful 
to  protect  the  program's  ability  to  maintain  current  service  levels. 
Section  105  of  PL  101-501  specifically  states  that  before  the 
Secretary  can  use  funding  increases  to  expand  the  number  of  children 
served  by  the  program,  he  must  ensure  that  allocations  to  existing 
programs  are  sufficient  to  maintain  the  previous  years  service 
level,  accounting  for  inflation.     Please  explain  why  the 
Administration's  FY  1992  budget  proposal  outlines  its  intention  to 
use  increases  to  serve  additional  children  and  not  to  provide  an 
inflation  adjustment  so  that  existing  programs  can  meet  rising  costs 
—  such  as  rent,   heat  and  supplies? 

Answer.     Funds  from  the  FY  1992  requested  budget  increase  will 
be  available  for  grantees  to  maintain  the  current  levels  of  service 
in  their  programs.     Section  105  of  PL  101-501  does  not  mandate  a 
standard  cost-of-living  increase  for  all  Head  Start  programs. 
Instead,   it  requires  that  the  Secretary  shall  not  increase 
enrollment  in  FY  1992  without  first  assuring  that  grantees  have 
sufficient  funds  to  maintain  FY  1991  service  levels.     This  will  be 
accomplished  by  allowing  grantees  to  use  funds  from  their  FY  1992 
increase  to  maintain  services,  before  they  add  new  children  to  their 
programs.     Such  decisions  will  be  made  on  a  case-by-case  basis, 
since  the  amount  of  funds  that  will  be  needed  to  maintain  service 
levels  will  vary  depending  on  each  program's  particular 
circumstances . 

HEAD  START  -  QUALITY 

Question.     Under  the  new  Head  Start  reauthorization,   25%  of  the 
monies  above  the  cost-of-living  increase  are  to  be  available  for  a 
"Quality  Reserve."     Inasmuch  as  the  budget  request  is  just  short  of 
(about  $11.2  million)  the  cost-of-living,  did  you  make  a  conscious 
decision  to  ignore  the  Quality  Reserve  Provisions  in  the  new 
authorization? 

Answer.     No,  there  was  no  intention  t^o  avoid  the  Quality  Reserve 
Provisions.     The  FY  1992  request  of  $100  million  represents  as  large 
an  increase  as  can  be  justified  given  the  current  funding 
constraints  and  the  necessity  to  comply  with  the  terms  of  last 
year's  budget  accord  agreed  to  by  the  President  and  the  Congress. 

HEAD  START  -  ENROLLMENT 

Question.     According  to  your  statement,   the  FY  1992  budget 
request  will  allow  Head  Start  to  serve  59  percent  of  disadvantaged 
children  in  the  year  before  they  enter  school.     Congress  does  not 
accept  that  Head  Start  is  a  program  designed  for  a  single  age  group, 
as  evidenced  by  the  passage  of  the  reauthorization  of  the  Head  Start 
program  last  year.     What  is  the  percentage  of  all  eligible  children 
being  served? 
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Answer.     In  past  years,  we  often  expressed  the  number  of 
children  served  by  Head  Start  was  often  expressed  as  the  percentage 
of  the  income  eligible  three  to  five  year-old  children  who  were 
enrolled  in  Head  Start  in  a  given  year.     If  this  approach  were  used 
in  FY  1992,   it  would  appear  that  Head  Start  is  only  serving  22 
percent  of  the  eligible  population. 

However,  we  believe  this  gives  an  inaccurately  low  picture  of 
the  number  of  children  Head  Start  actually  reaches.     For  example, 
almost  all  of  the  five  year-olds  can  never  be  served  by  Head  Start 
because  they  are  in  kindergarten.     We  believe  it  is  more  useful  and 
realistic  to  state,  as  we  did  in  the  budget  statement,  that  59 
percent  of  children  will  be  served  by  Head  Start,   for  one  or  more 
years,  before  they  enter  school. 

While  the  budget  statement  assumes  that  most  Head  Start 
children  will  be  served  for  one  year,   as  has  always  been  the  case, 
it  does  not  assume  all  Head  Start  children  will  be  served  for  only 
one  year.     It  should  be  noted  that  serving  all  the  income  eligible 
three  and  four  year-olds  does  not  increase  the  number  of  eligible 
children  who  would  be  served  by  Head  Start  but,  rather,  increases 
the  time  for  which  these  children  would  be  served,   i.e.  two  years. 

HEAD  START  -  STAFFING 

Question.     Substantial  increases  have  been  made  over  the  last 
two  years  in  the  Head  Start  program.     Are  there  sufficient  numbers 
of  qualified  personnel  on  which  grantees  can  draw  to  staff  new  and 
expanded  Head  Start  programs? 

Answer.     Yes.     The  requirement  in  the  new  Head  Start  legislation 
that  every  Head  Start  teacher  have  a  Child  Development  Associate 
(CDA)   credential  does  not  take  effect  until  September  30,  1994. 
Thus,  programs  are  still  able  to  recruit  staff  from  many  sources, 
including  local  community  residents,   and  train  those  which  are  not 
fully  qualified.     It  does  not  appear  that  Head  Start  programs  have 
had  problems  finding  sufficient  staff  to  implement  the  FY  1990 
expansion  nor  do  we  anticipate  problems  finding  staff  to  assure  full 
implementation  of  the  FY  1991  expansion.     We  cannot  predict,   at  this 
point,  the  impact  that  the  1994  credential  requirement  will  have  on 
the  ability  of  Head  Start  programs  to  hire  staff. 

Question.     What  steps  have  been  taken  to  meet  new  statutory 
requirements  related  to  improving  the  quality  of  Head  Start 
programs,   including  the  requirement  that  all  Head  Start  classrooms 
have  a  teacher  with  a  Child  Development  Associate  credential  by  the 
end  of  FY  1994? 

Answer.     In  FY  1991,   $195,180,000  in  increased  funding  to  help 
maintain  or  improve  the  quality  of  Head  Start  services  is  being 
provided  to  Head  Start  grantees.     As  required  by  statute,  most  of 
these  funds  are  being  allotted  to  grantees  in  proportion  to  the 
number  of  children  they  serve.     Fifteen  million  dollars  will  be 
awarded  competitively  for  special  quality  improvement  projects  to 
help  grantees  address  the  needs  of  families  with  special  problems, 
such  as  substance  abuse. 

We  are  continuing  our  efforts  to  increase  the  number  of  teachers 
with  Child  Development  Associate  (CDA),  or  equivalent. 
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qualifications.     All  Head  Start  grantees  have  been  made  aware  of  the 
new  statutory  requirement  and  are  expected  to  be  in  full  compliance 
by  that  time.     We  will  continue  to  support  the  CDA  credent ialing 
effort,  under  a  cooperative  agreement  with  the  Council  for  Early 
Childhood  Professional  Development.     We  have  recently  revised  the 
credentialing  process  to  allow  candidates  more  flexibility  in 
preparing  for  the  CDA  credential.     We  will  also  continue  to  make  an 
estimated  $8  million  a  year  available  to  grantees  to  pay  the  costs 
of  CDA  training.     It  is  our  judgement  that  grantees^   in  recent 
years,  have  made  commendable  progress  in  improving  the 
qualifications  of  classroom  staff.     In  1990  approximately  82  percent 
of  all  Head  start  teachers  had  a  CDA  or  other  qualifying  credential. 

Other  statutory  requirements  related  to  program  quality  are 
being  implemented.     The  announcement  requesting  applications  for 
Head  Start  Transition  grants  and  expansion  of  Parent  Child  Center 
projects  will  be  published  in  the  Federal  Register  in  the  coming 
months.     Training  and  technical  assistance  funds  have  been  increased 
to  the  full  amount  required  by  statute. 

CHILD  DEVELOPMENT  ASSOCIATE  SCHOLARSHIP 

Question.     How  effective  is  the  Child  Development  Associate 
Scholarship  Program  in  providing  training  and  recruiting  individuals 
into  the  Head  Start  program? 

Answer:     Beginning  in  FY  1991,  the  CDA  Scholarship  Assistance 
Program  authorizes  States  to  use  up  to  35  percent  of  their  annual 
CDA  allocation  to  provide  scholarship  assistance  to  economically 
eligible  individuals  to  cover  the  cost  of  CDA  training  necessary  for 
CDA  credentialing.     It  is  expected  that  the  availability  of  these 
training  funds  will  have  a  positive  impact  in  recruiting  individuals 
into  the  field  of  early  childhood  education,   including  Head  Start. 

Question.     Do  you  plan  to  use  any  of  the  training  monies 
available  under  Head  Start  to  provide  scholarships  to  train  new  Head 
Start  teachers? 

Answer.     As  in  the  past,   local  Head  Start  agencies  will  use 
their  training  and  technical  assistance  funds  to  provide  training 
for  Head  Start  staff,   including  new  teachers. 

SOCIAL  SERVICES  BLOCK  GRANT 

Question.     Beginning  in  FY  1982,  the  Social  Services  Block 
Grant  was  formed  by  replacing  Grants  to  States  for  Social  Services, 
Child  Care,   and  State  and  local  training  and  retraining.  The 
argument  used  at  the  time  of  the  consolidation  was  that  this  would 
give  States  more  flexibility.     What  we  did  give  the  States  was  fewer 
dollars.     After  ten  years,   funding  for  programs  that  make  up  the 
Social  Services  Block  Grant  is  still  $100  million  below  what  it  was 
in  FY  1981. 

Now,   here  we  are  again.     The  FY  1992  budget  identifies 
$21  billion  in  grants  from  five  major  policy  areas  for  possible 
turnover  to  State  and  local  governments  as  part  of  a  single  block 
grant.     The  Social  Services  Block  Grant  is  one  of  the  programs 
identified  for  consolidation.     What  would  be  the  impact  on  social 
service  programs  were  the  Social  Services  Block  Grant  to  be  folded 
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into  a  new  block  grant  along  with  several  housing,  community 
development,  environmental,  and  education  programs? 

-  '  Answer.     The  Social  Services  Block  Grant  is  included  on  the 
list  of  several  programs  which  the  Administration  proposes  to 
consolidate  into  a  single,   larger,  multipurpose  program  of  grants  to 
States.     The  Administration's  stated  approach  for  design  of  the  new 
block  grant  is  to  enter  into  a  dialogue  with  the  States  and  the 
Congress  on  what  programs  would  be  included.     The  rationale  driving 
this  proposal  is  to  allow  for  a  reduction  of  Federal  administrative 
overhead,  to  increase  State  flexibility,   and  to  place  power  and 
decisionmaking  closer  to  the  people  being  served  by  these  programs. 

We  can  not  with  any  specificity  predict  the  impact  on  social 
services  programs  if  the  Social  Services  Block  Grant  program  were 
folded  into  a  new  "super"  block  grant.     The  specific  impact  of  a 
consolidated  block  grant  on  social  service  programs  in  the  States 
would  depend  upon  decisions  made  at  the  State  level.  Currently 
under  the  Social  Services  Block  Grant  program,   the  States  have  wide 
flexibility  to  select  which  services  are  most  needed  in  their 
particular  circumstances.     The  new  block  grant  would  only  increase 
their  ability  to  tailor  programs  to  best  meet  the  needs  of  their 
citizens.     As  evidence  of  this,  the  National  Governor's  Association 
has  endorsed  the  proposal  in  concept  and  praises  the 
Administration's  flexibility  and  general  attitude  of  partnership  in 
formulating  the  design  of  the  new  block  grant  proposal. 

-.  AGING 

Question.     Each  day,   about  6,000  people  turn  65  years  of  age. 
By  the  year  2000  —  just  nine  short  years  away  —  13%  of  the 
population  will  be  65  or  over.     Iowa's  65  and  over  population  is 
already  at  15.1  percent,   and  we  have  one  of  the  largest  85  years  of 
age  and  over  populations  in  the  country.     In  spite  of  the  fact  that 
the  "AGING  OF  AMERICA"  is  very  real,   no  increases  —  not  even  cost 
of  living  increases  —  have  been  requested  that  will  put  programs 
into  place  to  deal  with  this  population  growth.     What  steps  is  the 
Administration  taking  to  put  into  place  long-term  strategies  and 
programs  to  deal  with  this  population  growth? 

Answer:     The  Department  of  Health  and  Human  Services  is  keenly 
aware  that  the  growth  of  the  aging  population  poses  major  challenges 
to  policy  makers  and  program  administrators  at  all  levels.     We  are 
aware,  as  is  the  Congress,  that  the  population  aged  65  and  older 
increased  from  approximately  25,700,000  in  1980  to  31,000,000  in 
1989,   an  increase  of  some  21%.     We  are  equally  aware  that  these 
increases  will  continue  in  the  next  decade  and  into  the  next 
century. 

In  view  of  these  developments,  the  Department  has  assigned  a 
high  priority  to  assuring  that  adequate  resources  are  available  to 
support  the  program  efforts  required  to  address  the  pressing  needs 
of  the  Nation's  older  citizens.     We  note  that  Administration  on 
Aging  programs  have  received  on-going  budgetary  increases  during  the 
past  decade.     During  that  period  we  have  also  encouraged  programs  to 
solicit  increased  contributions  from  older  recipients  able  to  pay 
and  have  emphasized  efforts  to  improve  the  management  of  service 
efforts.     We  believe  that  the  results  have  been  very  positive. 
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For  example,  over  the  seven  year  period  1982-1989,  meals 
provided  under  the  Title  III-C  program  have  increased  by  more  than 
one  third,    from  190,000,00  to  250,000,000.     Voluntary  contributions 
have  more  than  doubled  from  $69,000,000  in  1982  to  $150,000,000  in 
1989.     Where  opportunities  present  themselves,  the  aging  services 
network  will  make  additional  efforts  to  expand  services  through 
increasing  voluntary  contributions  and  further  improving  service 
program  administration. 

In  addition,   the  Administration  on  Aging  has  recently  launched 
its  national  Eldercare  Campaign  designed  to  mobilize  additional 
resources  from  both  the  public  and  private  sectors  on  behalf  of 
older  persons  at  risk  of  losing  their  independence.     The  Campaign  is 
nation-wide  in  scope  and  will  assist  the  aging  services  network  to 
draw  upon  significant  resources  which  have  not  been  available  in  the 
past . 

OLDER  AMERICANS  HEALTH  PROMOTION  AND  DISEASE  PREVENTION 

Question:     Ms.  Gall,  as  you  know,   I  have  introduced  the  Older 
Americans  Health  Promotion  and  Disease  Prevention  Act.     This  bill 
expands  Part  F  of  the  Older  Americans  Act  to  establish  a  state 
grants  program  that  would  provide  disease  prevention  and  health 
promotion  services  and  information  at  senior  centers,  congregate 
meals  sites,  home-delivered  meals  programs  or  at  other  sites. 
Prevention  and  health  promotion  is  important  at  any  age  —  however, 
to  the  elderly,  disease  prevention  and  health  promotion  could  well 
mean  the  difference  between  independence  or  nursing  home  care.  I 
just  think  that  prevention  makes  good  sense  —  and  will  save  money 
in  the  out  years. 

With  this  as  background,   it  is  of  concern  to  me  that 
Administration  has  never  requested  funding  for  Part  F  of  the  Older 
Americans  Act  —  Health  Prevention  for  Older  Americans.     Is  it  felt 
that  these  services  are  unimportant  for  older  Americans,  and  if  you 
feel  that  these  services  are  important,  why  have  you  not  requested 
funding  for  Part  F? 

Answer:     The  Department  of  Health  and  Human  Services  assigns 
tremendous  importance  to  health  promotion  and  disease  prevention 
activities.     We  share  your  conviction  that  such  activities  not  only 
enhance  the  quality  of  life  for  persons  of  all  ages  and  that  they 
also  contribute  significantly  to  helping  individuals  maintain  their 
independence.     This  latter  consideration  is,  as  you  suggest, 
especially  important  for  older  persons. 

Because  of  the  great  significance  which  the  Department  attaches 
to  health  promotion  programs,  we  continue  to  make  major  investments 
in  this  area.     The  Administration  on  Aging  has  directed  Title  IV 
funds  in  substantial  amounts  to  a  variety  of  health  promotion 
activities  in  recent  years,   including  support  for  projects  in  Health 
Promotion/Health  Education,  Mental  Health  Promotion,  and  Dental 
Health  Promotion.     In  addition.  Title  IV  funds  have  also  been  used 
to  establish  the  Health  Promotion  and  Wellness  National  Resource 
Center,  which  is  operated  by  the  American  Association  of  Retired 
Persons. 

Concerning  Title  III,  Part  F,  of  the  Older  Americans  Act,  the 
Department  believes  that  Title  III  contains  ample  authority  for  any 


type  of  health  promotion  and  disease  prevention  activity  which 
States  and  communities  might  wish  to  pursue  on  behalf  of  older 
persons.     Section  321  of  the  Act  delineates  a  variety  of  activities 
related  to  promotion/prevention  which  are  authorized  under  Title 
III,  Part  B.     Similarly,  Title  III,  Part  C,  authorizes  providers  to 
offer  nutrition  education  programs,  which  can  play  a  vital  role  in 
health  promotion,  at  congregate  meal  sites. 

We  believe  that  the  best  strategy  is  to  allow  States  and 
communities  to  use  the  the  broad-ranging  authorities  In  Title  III, 
Parts  B  and  C,  to  fund  health  promotion  and  disease  prevention 
activities  tailored  to  their  individual  needs.     Use  of  the  Title 
III,   Part  F,   authority  could  well  lead  to  fragmentation  of  program 
efforts  at  the  local  level.     Therefore,  we  believe  that  the  policy 
Congress  has  followed  since  Part  F  was  enacted  in  1987,   i.e.,  of  not 
appropriating  funds  for  III-F,   is  well-  advised. 

AGING/LEGISLATIVE  PROPOSALS 

Question:     When  does  the  Administration  expect  to  submit  its 
bill  on  the  reauthorization  of  the  Older  Americans  Act  to  Congress? 

Answer:     The  Administration's  proposals  are  currently  under 
development  within  the  Executive  Branch.     While  a  particular  target 
date  cannot  be  specified  at  this  point,  we  are  committed  to 
submitting  our  proposals  to  Congress  within  the  very  near  future. 

Question:     Will  this  proposal  include  mandatory  contributions 
for  Older  Americans  Act  nutrition  programs?     Inasmuch  as  there  is  a 
good  track  record  for  voluntary  contributions  at  nutrition  sites, 
what  analysis  has  been  done  on  the  impact  of  mandatory  contributions 
on  the  voluntary  program? 

Answer:     As  indicated  in  the  previous  answer,  the  specific 
provisions  of  the  Administration's  proposals  for  amending  the  Older 
Am.er leans  Act  are  still  under  development.     Therefore  it  would  be 
premature  to  comment  at  this  point  on  what  the  final  provisions 
might  include.     The  formulation  of  any  proposals  related  to  cost- 
sharing  would  take  into  account  the  experiences  which  States  and 
communities  have  had  with  other  programs  which  provide  services 
based  on  the  recipient's  ability  to  pay.     The  possible  effects  which 
cost-sharing  arrangements  might  have  on  various  aspects  of  the  Title 
III  program,  e.g.,  participation  rates,  program  administration, 
maintenance  of  contribution  levels,   etc.,  would  be  carefully 
considered  in  light  of  available  data. 

Question.     What  is  the  estimate  of  the  cost  of  administering  a 
mandatory  cost-sharing  program? 

Answer.     No  estimate  has  been  made  of  the  cost  of  administering 
a  mandatory  cost-sharing  program.     The  General  Accounting  Office 
(GAO)   study  of  this  proposal  did  not  estimate  administrative  costs. 
However  State  program  administrators  with  cost-sharing  programs 
interviewed  by  GAO  usually  indicated  that  their  experiences  with 
cost-sharing  have  been  favorable.     A  majority  of  States  also 
indicated  to  GAO  that  cost  sharing  allowed  them  to  serve  greater 
numbers  of  elderly  clients  and  has  broadened  the  range  of  services 
offered.     This  is  a  strong  indication  that  the  administrative  costs 
are  substantialy  less  than  funds  received  from  cost-sharing  clients. 
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In  our  opinion,   it  would  take  a  great  deal  of  time  and  money  to 
estimate  the  cost/benefits  of  this  program  change  and  considerable 
uncertainty  would  remain  about  any  such  estimate. 

Question:     What  are  the  budgetary  implications  associated  with 
the  Administration's  proposal? 

Answer:     As  indicated  above,  the  Administration's  proposals  for 
amending  the  Older  Americans  Act  are  still  under  development. 
Therefore  it  would  be  premature  to  comment  at  this  point  on  what  the 
final  provisions  might  include  and  what  their  implications  might  be. 

Question.     Current  law  permits  older  persons  to  make  voluntary 
contributions  toward  the  costs  of  services.     The  amount  collected  in 
1989  was  $179  million,  which  was  equal  to  21  percent  of  the  federal 
funds  appropriated  for  Title  services  that  year.     What  estimates,  if 
any,   can  you  provide  as  to  increased  revenues  that  might  be 
generated  through  expanded  voluntary  or  mandatory  cost-sharing 
programs? 

Answer.     No  estimates  have  been  made  of  the  effects  of  expanded 
voluntary  or  mandatory  cost-sharing  programs. 

Our  experience  with  voluntary  cost-sharing  programs  would  lead 
us  to  expect  that  the  level  of  voluntary  contributions  will  continue 
to  grow  at  their  current  rate,  particularly  for  Title  III-C  (meals), 
if  the  encouragement  to  contribute  is  maintained  at  its  current  high 
level . 

Question.     Has  the  Department  conducted  an  analysis,   study,  or 
survey  on  which  these  estimates  are  based? 

Answer.     The  Department  has  not  conducted  any  studies  on  the 
issue.     However,  based  on  a  GAO  study  of  cost-sharing,  we  are 
convinced  that  the  administrative  overhead  related  to  cost-sharing 
would  be  small  compared  to  the  program  income  raised  to  expand 
services.     Many  States  already  collect  the  needed  information  and/or 
have  a  mechanism  for  cost-sharing.     The  existing  systems  for 
collecting  voluntary  contributions  are  a  natural  foundation  for 
administering  cost-sharing. 

AGING/TRANSFERS 

Question.     Congress  has  consistently  tried  to  increase  funding 
for  nutrition  programs.     However,  each  year,  monies  provided  for 
congregate  meals  are  transfered  at  the  State  and  local  level  to  home 
delivered  meals  or  supportive  services.     Does  this  suggest  that  the 
need  for  congregate  nutrition  services  are  not  as  great?     Given  the 
fact  that  these  monies  for  congregate  meals  are  being  used  for  other 
purposes,  why  doesn't  the  92  budget  request  increases  for 
home-delivered  meals  and  supportive  services? 

Answer.     Although  the  Congress  has  consistently  increased  funds 
for  nutrition  programs,   the  Congress  has  also,  provided  authority  in 
the  Older  Americans  Act  for  States  to  make  limited  transfers  between 
program  categories.     This  enables  States,  based  on  their  particular 
circumstances,  to  reallocate  limited  amounts  between  program 
categories.     This  is  critical  flexibility  for  States  enhances  their 
ability  to  manage  the  program  to  best  meet  the  needs  of  the  elderly 
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in  their  jurisdictions.     We  would  point  out  that  in  spite  of  these 
transfers,   the  overall  number  of  meals  served  in  congregate  and  home 
settings  each  year  continues  to  increase.     We  encourage  the  Congress 
to  leave  this  important,  but  limited,   flexibility  to  reallocate 
funds  in  the  Act. 

ELDER  ABUSE 

Question:     Indications  are  that  instances  of  elder  abuse 
continue  to  increase.     However,   nothing  in  this  budget  reflects  any 
recognition  of  this  problem.     Did  the  Administration  on  Aging 
propose  an  initiative  in  its  original  budget  to  deal  with  elder 
abuse?     How  much  did  the  Administration  on  Aging  request? 

Answer:     The  Administration  on  Aging  and  the  Department  of 
Health  and  Human  Services  determined  that  the  most  effective 
approach  to  funding  programs  to  combat  elder  abuse  was  to  base  the 
FY  1992  request  for  Title  III-G  activities  on  the  level  established 
by  Congress  for  FY  1991.     Please  note  that  States  and  localities  are 
free  to  supplement  their  Title  III-G  allocations  by  using  Title 
III-B  (Supportive  Services  and  Senior  Centers)   funds  for  programs 
and  activities  to  combat  elder  abuse. 

Question:     What  implications  does  the  most  recent  report 
completed  for  AoA  on  the  role  of  the  ombudsman  program  in  board  and 
care  facilities  have  for  funding  of  the  ombudsman  program? 

Answer:     AoA  will  continue  to  evaluate  the  needs  of  the 
ombudsman  program  on  a  regular  basis  to  assure  that  State  and 
community-level  ombudsman  service  providers  have  adequate  resources 
to  meet  their  responsibilities  under  the  Older  Americans  Act. 
Reports  such  as  the  assessment  of  the  board  and  care  issue  will 
obviously  be  considered  in  making  these  judgements,   as  will  relevant 
information  from  other  sources.     For  FY  1992,  the  Administration  on 
Aging  and  the  Department  of  Health  and  Human  Services  have 
determined  that  the  funding  level  established  by  Congress  for  FY 
1991  was  appropriate  for  the  ombudsman  program  for  FY  1992. 

,   .  HEAD  START  -   I.G.  STUDY 

Question.     At  the  request  of  the  Office  of  Human  Development 
Services,   the  Inspector  General  is  currently  undertaking  a  needs 
survey  to  determine  the  availability  of  training,   staffing,  etc.,  an 
expanded  Head  Start  program.     When  will  the  results  of  this  survey 
be  available. 

Answer.  It  is  expected  that  the  survey  will  be  completed  by  May 
1991. 

HEAD  START  -  GRANTS  AWARDS 

Question.     What  is  the  timetable  for  awarding  FY  1991  funds  to 
grantees? 

Answer.     A  Program  Instruction  was  mailed  to  all  grantees  on 
March  19  explaining  how  the  FY  1991  increase  will  be  implemented. 
The  grantees'   requests  for  quality  improvement  funds  are  due  on  May 
3;  the  expansion  requests  are  due  on  June  3.     The  PCC  increase  will 
be  awarded  through  a  competitive  process  this  summer  as  will  be  the 
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funds  for  Head  Start  transition  grants.     The  increase  in  training 
and  technical  assistance  funds  are  being  awarded  throughout  the 
year. 

Question.     What  is  the  amount  of  FY  1991  quality  improvement 
funds  and  how  will  those  funds  be  distributed? 

Answer.     The  amount  of  1991  quality  improvement  funds  is 
$195,180,000.     Of  that  amount,   $180,180,000  will  be  directly 
allocated  to  grantees  using  the  allocation  formula  contained  in  the 
Head  Start  Act.     Grantees  that  have  already  received  their  FY  1991 
refunding  will  receive  a  supplemental  award.     Grantees  funded  later 
this  fiscal  year  will  have  the  quality  improvement  increase  included 
in  their  FY  1991  refunding.     The  remaining  quality  improvement 
funds,   $15,000,000,  will  be  awarded  competitively  to  Head  Start 
grantees  and  will  be  for  three  purposes:  to  fund  projects  that  deal 
with  the  various  problems  associated  with  substance  abuse;  to  fund 
projects  that  address  the  special  needs  of  families  with  severe  or 
multiple  problems;     and  to  fund  projects  to  address  the  issue  of  how 
Head  Start  families  can  better  achieve  self-sufficiency.  These 
projects  will  be  funded  in  the  latter  part  of  FY  1991. 

Question.     How  many  new  counties  were  served  with  FY  1990 
expansion  funds,   and  how  many  new  grantees  were  established  in  that 
year?     Please  provide  the  same  information  for  FY  1991. 

Answer.     In  FY  1990  179  new  counties  were  served.     Services  were 
initiated  in  these  counties  by  a  combination  of  the  existing 
grantees  that  expanded  their  service  areas  and  41  newly  funded 
grantees.     The  expansion  planned  for  FY  1991  has  not  been  completed 
and,  therefore,  data  are  not  yet  available. 

HEAD  START     -  SOCIAL  SERVICE  COORDINATORS 

Question.     What  progress  has  the  Department  made  in  addressing 
various  concerns  regarding  quality?     For  example,  what  progress  will  ^■ 
be  made  this  year  in  meeting  the  recommendation  of  the 
Commissioner's  Task  Force  on  Social  Services  that  every  Head  Start 
program  have  a  social  service  coordinator  and  that  the  family 
caseload  ratio  be  no  more  than  35  families  for  each  social  services 
staff  person? 

Answer.     At  this  time,  we  are  considering  the  recommendations  of 
the  Task  Force  as  they  affect  all  aspects  of  the  Head  Start  Program. 
The  Head  Start  Bureau  has  several  initiatives  to  promote  quality 
within  the  Social  Services  Component  of  the  program.     For  example, 
in  FY  1990,   13  competitive  grants  were  awarded  for  Head  Start 
grantees  to  improve  their  capacity  to  reduce  and  prevent  substance 
abuse  in  Head  Start  families,   to  improve  the  literacy  skills  of 
family  members  and  to  increase  the  employability  of  Head  Start 
parents.     In  FY  1991,   $195,180,000  will  be  awarded  to  maintain  or 
improve  the  quality  of  services  to  current  enrolles  in  Head  Start 
programs.     These  funds  allow  salary  increases  plus  a  wide  variety  of 
other  improvements  that  local  Head  Start  programs'  may  decide  upon, 
including  hiring  Social  Services  staff  to  reduce  family  caseload 
ratios  and  providing  training  to  Social  Services  staff.     Of  the 
$198,180,000,   $15,000,000  will  be  awarded  to  Head  Start  grantees 
through  a  competitive  process  for  special  family  support 
initiatives.     These  initiatives  will  address  substance  abuse  issues 
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and  strengthening  the  capacity  of  social  services  staff  meet  the 
needs  of  families  with  special  needs. 

In  addition,   during  FY  1990  and  FY  1991  all  Head  Start  Social 
Services  staff  are  being  trained  in  a  new  social  services  manual 
which  provides  the  entry  level  skills  needed  to  work  with  families. 

HEAD  START  -  1991  FUNDING\COST-OF-LIVING 

Question.     Please  explain  how  the  Department  intends  to  use  the 
funding  increase  in  FY  1991  and  why  the  Department  has  chosen  not  to 
use  part  of  the  increase  to  adjust  for  inflation  when  the  law 
requires  precisely  that. 

Answer.     The  FY  1991  increase  for  Head  Start  is  $399,800,000. 
This  increase  will  be  used  for  five  purposes:   1)  To  award  Head  Start 
grantees  quality  improvement  funds  -  $195,180,000;     2)  To  increase 
funding  for  Parent  Child  Centers  -  $14,229,000;     3)  To  increase  Head 
Start  training  and  technical  assistance  -     $11,436,000;     4)  To  fund  ■ 
Head  Start  Transition  Projects  -     $19,518,000  and;   5)  To  increase 
enrollment  by  up  to  51,000  children  and  maintain  current  service 
levels  -  $159,447,000. 

Funds  from  the  FY  1991  budget  increase  will  be  available  for 
grantees  to  maintain  the  current  levels  of  service.     Section  105  of 
PL  101-501  does  not  mandate  a  standard  cost-of-living  increase  for 
all  Head  Start  programs.     Instead,   it  requires  that  the  Secretary 
shall  not  increase  enrollment  in  FY  1991  without  first  assuring  that 
grantees  have  sufficient  funds  to  maintain  FY  1990  service  levels. 
This  will  be  accomplished  by  allowing  grantees  to  use  funds  from 
their  FY  1991  allotment  for  expansion  to  maintain  services  before 
they  add  new  children  to  their  programs.     Such  decisions  will  be 
made  on  a  case-by-case  basis,  since  the  amount  of  funds  that  will 
needed  to  maintain  service  levels  will  vary  depending  on  each 
program's  particular  circumstances.     The  increase  in  enrollment  that 
we  have  projected  should  be  viewed  a  goal  that  will  be  achieved  to 
the  extent  that  funds  are  available  after  current  services  are 
maintained. 

QUALITY  RESERVE  FUNDS 

Question.     Is  it  th&  Department '  s  intent  that  the  quality  funds 
that  every  grantee  will  receive  this  year  should  substitute  for  an 
adjustment  to  cover  inflation's  effects  on  operating  costs?     If  this 
is  the  case,  then  how  will  the  programs  ever  upgrade  their  quality 
if  they  have  to  spend  their  quality  funds  to  pay  for  heat  and  rent? 

Answer.     The  quality  improvement  funds  which  will  be  allocated 
to  grantees  this  year  will  provide  the  average  grantee  a  funding 
increase  of  11.5  percent.     In  addition  to  quality  improvement  funds, 
grantees  will  also  be  able  to  use  other  increased  funds  to  help 
maintain  current  services. 

HEAD  START  -  ENROLLMENT 

Question.     What  funding  level  does  the  Department  believe  would 
be  required  to  increase  Head  Start  enrollment  by  the  29,500  you 
propose  and  meet  the  requirements  for  inflation  and  allow  for  the 
funding  of  the  quality  reserve? 
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Answer.     We  believe  the  President's  budget  request  of  $100 
million  will  enable  up  to  29,500  more  children  to  be  served  by  Head 
Start,  while  assuring  that  program  quality  will  be  maintained.  To 
the  extent  that  grantees  must  use  a  portion  of  the  $100  million 
increase  to  maintain  services  levels,  the  increase  in  enrollment  may 
be  lower. 

HEAD  START  -  MONITORING 

Question.     The  FY  1992  budget  requests  funds  to  monitor  Head 
Start  programs,  which  is  required  under  the  statute.     Does  the 
Department  plan  to  conduct  monitoring  services  from  in-house,  or 
will  these  services  be  contracted?     If  contracted,  please  provide 
the  details  of  how  much  of  the  monitoring  will  be  contracted, 
estimated  cost  of  such  a  contract,  etc. 

Answer.     In  FY  1992,   as  has  always  been  our  policy,  monitoring 
reviews  of  Head  Start  programs  will  be  directed  by  Federal  staff  and 
not  "contracted  out".     One-third  of  all  programs  will  be  monitored. 
Each  monitoring  team  will  be  led  by  a  Federal  staff  member.  The 
team  will  consist  of  individuals  that  are  paid  as  consultants.     In  ' 
most  instances,  the  consultants  will  be  Head  Start  program  staff 
from  other  States.     Consultants  may  also  be  individuals  that  have 
worked  with  Head  Start  in  the  past  and  are  experts  in  the  area  they 
will  be  monitoring.     A  contractor  is  used  only  to  help  arrange 
travel  and  to  pay  for  the  travel  and  other  costs  of  non-Federal  team 
members.     The  contractor  identifies  the  team  members,   contacts  them 
to  verify  availability,  makes  travel  and  lodging  arrangements  for 
the  team,  pays  travel  and  per  diem  costs  associated  with  the 
monitoring  review,   and  an  honorarium  for  their  services.  The 
estimated  cost  of  the  contract  supporting  the  monitoring  effort  in 
FY  1992  is  $3.2  million.     When  monitoring  a  Head  Start  Program,  the 
consultants  take  direction  from  the  Federal  team  leader  and  assist 
the  leader  by  monitoring  one  or  more  of  the  component  areas  of  the 
Head  Start  program.     At  the  end  of  the  review,   team  members  provide 
a  written  report  to  the  Federal  team  leader.     The  official  report 
sent  to  the  Head  Start  program  that  has  been  monitored  is  from  the 
responsible  HHS  official. 

We  have  requested  additional  funds  in  the  FY  1992  Program 
Direction  request  for  new  positions,   some  of  which  will  be  for  Head 
Start  monitoring. 

HEAD  START  -  LONGITUDINAL  STUDY 

Question.     Are  there  any  plans  underway  to  conduct  a 
longitudinal  study  of  the  effects  of  Head  Start,  pursuant  to  the 
provisions  in  last  year's  reauthorization? 

Answer:     We  are  in  the  process  of  funding,  with  FY  1991  funds,  a 
contractor  who  will  assist  in  implementing  the  recommendations  of 
the  Head  Start  National  Evaluation  Advisory  Panel.     Our  strategy 
involves  a  series  of  longitudinal  studies,   at  numerous  sites,  which 
would  be  conducted  by  a  consortium  of  researchers. 

However,  while  the  FY  1991  reauthorizing  legislation  for  Head 
Start  included  provisions  for  a  longitudinal  study,  the  FY  1991 
appropriation  did  not  include  funds  to  conduct  the  longitudinal 
study.     The  longitudinal  evaluation  envisioned  in  the  statute  cannot 
proceed  until  the  necessary  funds  are  appropriated. 
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HEAD  START  -  COLLABORATION  AND  COORDINATION  PROJECTS 

Question.     What  kind  of  activities  are  being  conducted  under  the 
new  state-level  collaboration  and  coordination  projects.     In  which 
states  are  these  projects  being  operated? 

Answer.     The  Head  Start-State  Collaboration  grants  were  designed 
in  acknowledgement  of  the  mutual  Federal-State  interest  and 
commitment  to  understanding  changing  needs  of  children  and  families 
and  the  commitment  to  common  goals.     The  objectives  of  the  grants 
are  to:    (1)  strengthen  the  involvement  of  Head  Start  in  the 
development  of  State  policies  and  plans  which  affect  Head  Start 
families  and  other  low-income  populations;   (2)  establish  State-level 
agreements  and  collaborative  structures  which  in  turn  will  support 
local  community  coordination;  and  (3)  highlight  a  mutual  commitment 
to  children  and  their  families. 

The  twelve  States  where  the  Head  Start-State  Collaboration 
grants  are  being  implemented  are  Maine,  New  York,  New  Jersey, 
Pennsylvania,  Virginia,  Kentucky,   South  Carolina,  Ohio,  Texas, 
Nebraska,   South  Dakota,   and  Oregon. 

The  States  are  working  to  develop  partnerships  with  Head  Start 
in  the  area  of  JOBS  by  working  on  state  and  local  partnerships,  and 
transition  activities  to  assist  Head  Start  children  and  families  as 
they  move  from  Head  Start  to  elementary  school.     The  States  are  also 
working  to  build  on  the  collaborative  relationships  already 
developed  around  services  to  children  with  disabilities. 

NUTRITION/NATIVE  AMERICANS 

Question:     In  recent  years  there  has  been  an  increase  in  the 
number  of  Indian  tribal  organizations  making  application  for 
nutrition  services.     How  many  organizations  do  you  expect  to  apply 
in  FY  1992?     What  is  the  status  of  the  grant  for  the  Native  Hawaiian 
program? 

Answer:  To  date  193  tribal  organizations  have  been  awarded 
grants  under  Title  VI,  Part  A.  We  anticipate  seven  more  to  make 
application  in  FY  1991  and  an  additional  ten  in  FY  1992. 

Concerning  the  Native  Hawaiian  (Title  VI,  Part  B)  grant,  a  new 
director  was  hired  recently,   as  well  as  more  staff;  the  staff  now 
includes  Native  Hawaiian  persons.     The  grant  is  operating  under  a 
no-cost  extension.     All  five  sites  are  functioning  well,  serving 
increasing  numbers  of  older  persons.     Last  year  at  this  time, 
approximately  5,000  meals  were  served  in  a  three-month  period.  This 
year,   in  a  one-month  count,  over  2,319  meals  were  served. 

AGING/TRANSFERS 

Question.     What  is  the  percentage  and  dollar  amount  of  funding 
transferred  from  congregate  meals  into  home-delivered  meals  and  into 
supportive  services? 

Answer.  In  FY  '90,  the  percentage  of  funding  transferred  from 
the  congregate  meals  program  into  the  home-delivered  meals  program 
was  10.02%.     The  total  amount  of  funds  transferred  from  the 
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congregate  meals  program  into  the  hom.e-delivered  meals  program  was 
$35,265,998. 

The  percentage  of  funding  transferred  from  the  congregate  m.eals 
program  into  the  supportive  services  program  was  6.6%.     The  total 
amount  of  funds  transferred  from  the  congregate  meals  program  into 
the  supportive  services  program  was  $23,200,552. 

Question.  Of  the  monies  transferred  to  supportive  services,  how 
much  is  used  for  home  and  community  based  services? 

Answer.     Since  AoA  does  not  require  States  to  report  this  kind 
of  data,  we  are  unable  to  determine  how  much  of  the  monies 
transferred  to  supportive  service  is  used  for  home  and  community 
based  services.     It  is  our  impression,   however,  that  a  significant." 
portion  of  such  funds  are  directed  toward  home  and  community  based:-..; 
services.  T 

WHITE  HOUSE  CONFERENCE  ON  AGING 

Question;     What  is  the  status  of  the  White  House  Conference  on 
Aging? 

Answer:  A  decision  about  whether  to  convene  a  1991  White  House 
Conference  on  Aging  is  pending  within  the  Executive  Branch. 

GAO  STUDY 

Question:     The  GAO  is  currently  undertaking  a  study  on  the  unmet 
needs  of  the  aging  community  and  the  effectiveness  of  the  AOA  in 
meeting  these  needs.     When  do  you  expect  that  this  report  will  be 
forthcoming? 

Answer:     The  GAO  study  is  being  conducted  with  the  full  support 
and  cooperation  of  the  Department  of  Health  and  Human  Services  and 
the  Administration  on  Aging.     AoA  senior  staff  have  met  with  the  GAO 
investigators  and  have  provided  a  variety  of  records  and  other 
documents  which  the  GAO  has  requested.     All  components  of  the 
Department  stand  ready  to  provide  any  further  assistance  which  the  i:, 
GAO  may  need  to  complete  the  study  successfully.     Since  it  is  the  - 
GAO  and  not  the  Department  which  is  responsible  for  the  study,  it 
would  be  inappropriate  for  the  Department  to  offer  any  predictions 
about  when  the  project  will  be  finished. 

ADMINISTRATION  FOR  NATIVE  T^ERICANS 

Question.     It  is  my  understanding  that  staffing  for  the 
Administration  on  Native  Americans  programs  is  down  to  25  FTE,  and 
that  a  substantial  number  of  current  employees  are  ready  for 
retirement  or  are  leaving  government  service.     How  many  of  the 
positions  at  ANA  are  currently  filled  by  Native  Americans? 

Answer.     Currently  5  positions  within  the  Administration  for 
Native  Americans   (ANA)  are  filled  by  Native  Americans.     One  of  these 
is  filled  by  the  Commissioner,   and  is  an  appointed  position. 

Question.     What  action  is  the  Department  taking  to  recruit 
Native  Americans  to  fill  vacant  slots? 
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Answer.  In  FY  1992  Budget  Request,  the  Office  of  Human 
Development  Services  (HDS)  has  requested  additional  funds  in  the 
Program  Direction  account  to  hire  an  additional  115  FTE.  If  this 
request  is  approved,  each  of  the  four  Program  Administrations  in 
HDS,  including  ANA,  would  receive  additional  staffing  resources. 
Therefore,  ANA  would  have  the  opportunity  to  hire  staff  from  the 
outside  and  bring  a  fresh  perspective  to  the  agency. 

Question.     What  steps  are  being  taken  to  coordinate  funding  for 
economic  development  with  other  programs  that  have  setasides  for 
"Native  Americans,"  such  as  elderly  nutrition  and  supportive 
services,  education  and  health  programs? 

Answer.     The  Commissioner  of  ANA  is  a  member  of  a  permanent  Task 
Force  on  Older  Americans  which  was  established  by  Section  134  of  the 
Older  Americans  Act  Amendments  of  1987,  Public  Law  100-175.  This 
Task  Force,  composed  of  representatives  from  approximately  17 
agencies,   is  responsible  for  improving  the  coordination  of  services 
to  older  Indians. 

In  addition  to  its  input  on  the  Task  Force,  ANA  is  currently 
exploring  the  possibility  of  establishing  an  economic  development 
initiative  pertaining  to  job  training,   in  conjunction  with  the 
Department  of  Labor  and  the  Bureau  of  Indian  Affairs,  Department  of 
Interior. 

University  Affiliated  Program 

Question.  How  much  funding  is  required  to  have  a  training  grant 
at  each  University  Affiliated  Program? 

Answer.     Currently,  there  are  50  University  Affiliated  Programs 
(UAPs).     If  each  UAP  were  awarded  a  training  initiative  project  that 
was  funded  at  a  level  of  $90,000,  the  total  funding  cost  would  be 
$4,500,000  per  year. 

The  ADD  funded  33  training  initiative  projects  in  FY  90  to 
University  Affiliated  Programs  to  support  training  projects  in  the 
areas  of  early  intervention,  programs  for  elderly  persons  with 
developmental  disabilities,  and  community-based  programs  (training 
paraprof essional  direct  care  staff). 

Question.     How  many  states  have  University  Affiliated  Programs, 
and  how  many  states  have  expressed  an  interest  in  making  application 
for  UAP? 

Answer.     There  are  43  states  and  the  District  of  Columbia  that 
have  UAPs.     Of  the  remaining  13  eligible  States  and  Territories,  all 
have  expressed  interest  in  making  an  application  for  the  UAP 
Expansion  Program. 

The  ADD  will  publish  a  program  announcement  in  the  Federal 
Register  this  spring  to  announce  that  applications  are  being 
accepted  in  from  universities  in  the  13  eligible  States,  Territories 
and  Insular  Areas  for  the  FY  1991  UAP  Expansion  Program.  These 
applications  are  for  the  purpose  of  establishing  new  University 
Affiliated  Programs  or  satellite  centers,  or  for  conducting 
feasibility  studies  leading  to  the  establishment  of  University 
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Affiliated  Programs  or  satellite  centers.  The  eligible  States, 
Territories  and  Insular  Areas  are: 


Question;     To  what  extent  is  AoA  focusing  on  private/  public 
sector  partnerships,   i  e.,   in  Title  IV,  what  impact  is  private/ 
public  sector  partnerships  having  on  traditional  research, 
demonstration  and  training  programs? 

Answer:     AoA  is  placing  heavy  emphasis  on  the  promotion  of 
private/public  sector  partnerships  to  enhance  the  availability  of 
resources  and  to  generate  new  resources  to  assist  the  elderly  in 
their  efforts  to  live  independently  and  with  dignity  in  their  later 
years.     While  government  programs  continue  to  provide  support  for 
the  elderly,  the  rapid  growth  of  the  aging  population  presents  a 
strong  challenge  to  develop  additional  resources  to  meet  the  present 
and  future  needs  of  America's  elderly. 

In  1990,  AoA  invested  over  $3.5  million  to  promote 
private/public  sector  partnerships  through  the  funding  of  projects 
that  will  (1)  design  and  develop  new  and  innovative  collaborative 
programs  between  the  public  and  the  private  sectors  and  (2) 

stimulate  training  and  technical  assistance  within  the  AoA  network 
to  strengthen  collaboration  skills. 

(1)  Collaborative  programs  between  the  public  and  the  private 
sectors  are  needed  to  increase  the  availability  of  resources 
to  meet  the  needs  of  older  persons  in  such  areas  as  health, 
housing,  employment,   and  access  to  community-based 
supportive  services..     As  with  other  collaborative  projects 

one  important  outcome  has  to  be  that  the  private  community  will  gain 
a  better  understanding  of  the  needs  and  issues  facing  the  elderly. 

(2)  Training  and  technical  assistance  materials  are  being 


developed  to  provide  approaches,  technic[ues,  and  models  for 
successful  interaction  between  the  Network  on  Aging  and  the 
private  sector.     In  addition,  AoA  is  supporting  a  project  to 
inventory  the  type  and  extent  of  assistance  provided  by 
State  and  Area  Agencies  on  Aging  in  response  to  the  needs  of 
employed  caregivers. 


In  1991,  AoA  will  incorporate  private/public  sector 
partnernships  as  a  major  part  of  its  National  Eldercare  Campaign. 
In  that  regard,  AoA  intends  to  support  the  establishment  of  a  number 
of  National  Eldercare  Institutes,   among  them  Institutes  on  Business 
and  Aging,  on  Employment  and  Volunteerism,  and  on  Human  Resources 
Development. 
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Oklahoma 

Rhode  Island 
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American  Samoa 
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Northern  Mariana  Islands 
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FOSTER  CARE 

Question.     The  Congress  provided  $520.9  million  in  funding  for 
prior  year  claims  under  the  foster  care  program.     How  much  of  that 
money  has  been  paid  to  the  states?     Please  provide  a  list,  by  state, 
of  the  amount  of  the  claims  and  the  amount  paid  and  when  paid. 

Answer.     On  March  8,   1991  we  awarded  $317  million  in  payment  of 
FY  1989  claims.     Enclosed  is  a  list  of  the  undisbuted  claims  above 
amounts  previouly  paid.     The  amount  paid  is  equal  to  that  amount. 
The  additional  amounts  owed  states  for  FY  1990  have  not  yet  been 
completed,   since  the  calculation  and  preparation  of  the  awards  is  a 
lengthy  and  complicated  process. 


Grants  to  States  for  Claims  for  prior 
fiscal  years  -  For  FY  89  ClalmB  -  Paid  from 
the  $521  million  appropriation 

State 

Amount  of 
unajLSDucea 

claims  and 
amount  paid 

( 

State  1 
Montana 

Amount 
176,053 

Alabama 

117,671 

Nevada 

453,062 

Alaska 

1,336,290 

New  Hampshire 

1,788,832 

Arizona 

4,150,198 

New  Jersey 

4,500,215 

Arkansas 

958,799 

New  Mexico 

46,619 

California 

34,691,144 

New  York 

99,512,492 

Colorado 

627,726 

North  Carolina 

273,723 

Connecticut 

3,211,034 

North  Dakota 

146,743 

Delaware 

698, 534 

Ohio 

10,765,315 

Dist  of  Columbia 

8, 106,312 

Oklahoma 

2 , 798 , 123 

Florida 

7,434,103 

Oregon 

429,713 

Georgia 

1,771,562 

Pennsylvania 

7,118,801 

Hawaii 

11,145 

Rhode  Island 

1,452,278 

Idaho 

53,955 

South  Carolina 

1,266,831 

lllinolB 

8,926,095 

South  Dakota 

2,426,320 

Indiana 

144,398 

Tennessee 

5,784,064 

Kansas 

1,268,400 

Texas 

35,425,863 

Kentucky 

10,139,476 

Utah 

746,437 

Louisiana 

225,834 

Vermont 

652,513 

Maine 

1,611,063 

Virginia 

6,432,671 

Maryland 

5,555,475 

Washington 

7,137,359 

Massachusetts 

12,462,442 

West  Virginia 

2,560,548 

Michigan 

10,164,484 

Wisconsin 

3,119,457 

Minnesota 

4,618,599 

Wyoming 

12,418 

Mississippi 

31,582 

1  Missouri 

4,010,600 

Totals 

317,353,371 
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FOSTER  CARE/LEGISLATIVE  PROPOSAL 

Question.     The  budget  indicates  that  a  legislative  proposal  will 
be  sent  forward  at  a  later  date  to  preclude  preplacement  services  as 
a  reimbursable  under  Title  IV-E  administrative  costs.     Provide  for 
the  record  your  definition  of  preplacement  services. 

Answer.     We  are  developing  the  details  of  the  legislative 
proposal  and  will  include  language  in  the  legislative  proposal  to 
clarify  what  costs  are  reimbursable  administrative  costs  prior  to 
placement . 

Question.     What  other  types  of  federal  programs/dollars  are  used 
by  the  states  for  preplacement  services  to  prevent  placement  in 
foster  care? 

Answer.     Other  Federal  sources  of  funds  that  States  use  are 
title  XX   (Social  Services  Block  Grant)   and  title  IV-B   (Child  Welfare 
Services).     In  fact,  those  programs  are  the  primary  Federal  sources 
of  funds  for  preplacement  services. 

Question.     If  the  Congress  does  not  enact  the  legislative 
changes  proposed  for  the  foster  care  program,   is  the  funding 
requested  for  foster  care  sufficient  to  meet  the  costs  that  will  be 
claimed  by  the  States  in  FY  1992? 

Answer.     If  our  legislative  proposal  is  not  enacted,  we  have 
estimated  that  the  cost  of  the  program  under  the  current  legislation 
would  be  $2.2  billion  in  FY  1992. 

CHILD  WELFARE  SERVICES 

Question.     I  note  that  the  budget  requests  an  additional  $90 
million  for  Child  Welfare  Services.     Are  these  monies  contingent  on 
the  enactment  of  the  Administration's  legislative  proposals? 

Answer.     Yes,  the  request. for  $90  million  is  contingent  upon 
enactment  of  the  legislative  proposal. 

Question.     Given  the  severe  pressures  you  cite  on  child  welfare 
programs,  do  you  feel  that  the  $90  million  increase  is  warranted 
irregardless  of  enactment  of  the  Administration's  legislative 
proposal? 

Answer.     No,  the  Administration's  request  for  $90  million  is 
contingent  upon  the  enactment  of  the  legislative  proposal. 

Question.     How  much  of  the  proposed  $90  million  increase  for 
child  welfare  services  would  be  used  for  actual  services,  how  much 
for  research.     In  addition  to  research  on  family  preservation 
services,  how  much  of  these  additional  monies  would  be  used  on 
research? 

Answer.     Of  the  requested  $90  million  $10  million  would  be  used 
for  family  preservation  evaluations;  $2  million  would  be  used  for 
oversight  demonstration  projects;  and  the  remaining  $78  million 
would  be  alloted  to  the  States  for  services. 
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Question.     How  does  your  budget  and  legislative  package  address 
the  issue  of  drug  abuse  by  parents,  and  the  resulting  effects  on 
children  and  families? 

Answer.     Both  the  additional  and  the  current  amount  of  funds 
under  title  IV-B  may  be  used  for  services  to  focus  on  those  problems 
which  we  discuss  with  State  staff  in  jointly  developing  a  plan. 

Question.     Do  you  have  any  specific  plans  for  coordination  of 
child  welfare  activities  and  substance  abuse  programs  within  your 
Department  to  improve  the  level  and  quality  of  services  available  to 
drug  affected  families,   and  thereby  protect  the  children  in  these 
families? 

Answer.     The  Department  has  established  and  has  functioning  the 
Policy  Committee  on  Substance  Abusing  Women  and  Their  Children  to 
assist  in  the  exchange  of  information  and  coordination  of  programs 
within  the  Department.     Other  joint  efforts  include  a  memorandum  of 
understanding  between  the  Children's  Bureau/Administration  for 
Children,  Youth  and  Families  and  the  Office  of  Maternal  and  Child 
Health  joint  activities  of  the  Children's  Bureau  and  the 
Administration  for  Developmental  Disabilities;  and  coordination  with 
other  parts  of  the  Department  regarding  implementation  of  the 
Abandoned  Infants  Assistance  Program,  the  new  Emergency  Child 
Protection  Program,  as  well  as  other  programs. 

CHILD  WELFARE  SERVICES/DATA 

Question.     What  information  can  you  provide  the  Committee  on 
activities  under  the  Title  IV-B  program?     For  example,  do  you  have 
information  on  State  spending  broken  down  by  specific  activities 
such  as  child  protective  services  or  preventive  and  supportive 
services? 

Answer.     The  only  information  we  have  about  State  spending  by 
activity  varies  from  State  to  State  and  is  incomplete. 

Question.     Do  you  have  information  on  the  population  served 
under  Title  IV-B,  such  as  income  level,   family  status,  etc? 

Answer.     No,  we  do  not  have  that  kind  of  information. 

CHILD  ABUSE  CHALLENGE  GRANTS 

Question.     Funding  for  Child  Abuse  Challenge  Grants  has  been 
requested  at  $5,367,000  in  FY  1992,  the  same  level  as  provided  in  FY 
1991.     The  purpose  of  these  grants  is  to  encourage  States  to 
establish  and  maintain  trust  funds  or  other  funding  mechanisms  to 
support  child  abuse  and  neglect  prevention  activities.  Your 
justification  indicates  that  50  States  are  expected  to  have 
established  such  trust  funds  or  other  funding  mechanisms  in  FY  1991. 
Is  there  a  continuing  need  for  these  funds,  once  States  have 
established  trust  funds  or  other  funding  mechanisms? 

Answer.     Children's  Trust  funds  are  dedicated  to  child  abuse  and 
neglect  prevention  programs.     Although  these  funds  have  been 
established  in  almost  every  State,  they  remain  subject  to 
legislative  action  to  abolish  the  fund  or  change  its  purpose.  In 
the  ongoing  battle  over  scarce  resources.  States  may  be  tempted  to 
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forgo  these  important  prevention  programs  to  meet  the  demand  for 
treatment  and  other  direct  services.     The  Challenge  Grant  program 
provides  an  incentive  for  States  to  maintain  the  children's  trust 
funds  for  prevention  programs. 

NEGLECTED  AND  ABUSED  CHILDREN 

Question.     What  steps  are  being  taken  to  address  such  issues  as 
neglect  and  abuse  of  children  in  institutionalized  care? 

Answer.     Since  1978,  the  National  Center  on  Child  Abuse  and 
Neglect  has  been  undertaking  efforts  in  the  area  of  child 
maltreatment  in  residential  institutions.     The  focus  of  these 
efforts  includes: 

o      Reporting,   investigation  and  corrective  procedures; 

o      Model  State  legislation; 

o      Demonstration  of  improved  systems  for  insuring  child 
protection  in  institutions;  and 

o      Research  on  the  needs  and  resources  for  child  protection  in 
institutions . 

As  part  of  its  eligibility  for  a  Child  Abuse  and  Neglect  Basic 
State  Grant,   each  State  must  provide  for  the  reporting  of  known  or 
suspected  incidents  of  child  abuse  and  neglect  in  residential 
facilities  in  such  a  way  that  legally  authorized  investigative 

agencies  may  not  be  made  responsible  for  investigating  themselves  if 
they  also  happen  to  be  responsible  for  administering  such 
residential  programs  for  children.     In  addition,   to  maintain  their 
eligibility  for  Basic  State  Grant  funds.   States  are  required  to 
certify  annually  that  their  reporting  statutes  or  administrative 
procedures  remain  in  force  and  effect.     The  National  Center 
continues  to  assist  States  in  the  development  of  statutes, 
regulations,  or  policy  issuances  to  ensure  continued  compliance  with 
the  eligibility  requirements. 

The  National  Center  also  developed  and  widely  distributed  a 
draft  "Model  Child  Protection  Act".     The  Model  Act  addresses 
institutional  child  maltreatment  and,  while  not  a  requirement,  it 
has  served  as  a  guide  for  States  in  developing  their  policies  and 
procedures.     The  Model  Act  continues  to  be  distributed,  upon 
request,  by  the  National  Center's  Clearinghouse. 

The  National  Center  is  currently  in  the  process  of  updating  its 
series  of  User  Manuals  first  published  in  the  early  1980' s.  The 
revision  of  the  Manual  entitled  "Preventing  Child  Abuse  and  Neglect: 
A  Guide  for  Staff  in  Residential  Institutions"  will  incorporate  the 
most  recent  information  from  practitioners  as  well  as  information 
developed  through  a  number  of  research  and  demonstration  efforts 
funded  by  the  National  Center,  including: 
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Demonstration  Proiects 

o     Institutional  Abuse  Prevention  Project,  Boston,  MA 

o     Investigation  and  Correction  of  Institutional  Child 
Maltreatment  Project  HANDS,  Washington,  DC. 

o    The  Investigation  and  Correction  of  Child  Abuse  and 
Neglect  in  Residential  Institutions,  Trenton,  NJ 

o    A  Project  for  the  Investigation  and  Correction  of 
Child  Abuse  and  Neglect  in  Residential 
Institutions,  Logan,  UT. 

Research  Projects 

o     Identification,  Management,  and  Prevention  of  Child 
Child  Abuse  and  Neglect  (in  residential 
facilities,  Columbus,  OH. 

o    Organizational  Factors  in  Child  Protection  in 
Residential  Institutions,   Indianapolis,  IN. 

o    Child  Abuse  in  New  York  State  Foster  Care 
Institutions,  Albany,  NY. 

In  addition  to  the  discretionary  funding  efforts  described 
above,  the  funds  available  under  the  Basic  State  Grant  Program  have 
been  used  by  States  to  initiate  and  continue  a  number  of  projects 
and  activities  designed  to  address  child  abuse  and  neglect  in 
institutional  settings. 

.^^     -    CHILD  ABUSE  PREVENTION 

Question.     Although  the  number  of  abused  children  is  on  the 
increase,   funding  for  specific  programs  to  prevent  child  abuse  and 
neglect  has  remained  relatively  stable.     Given  the  fact  that  we  are 
spending  billions  of  dollars  on  children  in  the  foster  care  system, 
would  it  not  make  sense  to  provide  increased  funding  for  those 
programs  that  are  designed  to  prevent  child  abuse  and  neglect? 

Answer.     We  have  requested  an  additional  $90  million  for  the 
Title  IV-B  Child  Welfare  Services  program  which  States  can  use  to 
help  prevent  child  abuse.     In  addition,  the  National  Center  on  Child 
Abuse  and  Neglect  (NCCAN)   is  mandated  by  the  Child  Abuse  Prevention 
and  Treatment  Act  (CAPTA)  to  spend  a  majority  of  its  funds  on 
prevention  related  activities,  and  has  done  so  to  the  extent 
possible  .     NCCAN 's  most  recent  major  prevention  undertaking  was  the 
funding  of  nine  model  projects  which  were  funded  in  September  1989 
at  a  total  projected  cost  of  $9.5  million  for  five  years.  The 
objective  of  the  demonstration  is  to  mobilize  and  realign  community 
based  resources  to  prevent  child  abuse  and  neglect.     A  third  party 
evaluation  will  be  conducted  and  will  provide  information  on  program 
replicability  and  the  effectiveness  of  specific  models  and 
intervent  ions . 
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EMERGENCY  CHILD  ABUSE  PREVENTION  SERVICES 

Question.     How  is  the  FY  1991  funding  for  the  new  emergency 
child  prevention  services  grants  for  children,  whose  parents  are 
substance  abusers  being  spent? 

Answer.     NCCAN  expects  to  publish  an  announcement  requesting 
applications  based  on  the  requirements  of  Section  107   (A)  of  CAPTA 
this  Spring.     These  requirements  make  project  funding  conditional  on 
assurances  that  the  proposed  projects  will  be  coordinated  and 
multidisciplinary  and  address  a  documented  need  in  the  community. 

Question.     Are  the  services  provided  under  this  program  being 
coordinated  with  those  provided  under  programs  such  as  the  Abandoned 
Infants  Assistance  Act  or  the  Maternal  and  Child  Health  Block  Grant? 

Answer.     The  announcement  will  require  applicants  to  document 
coordination  with  other  substance  abuse  programs  such  as  those 
provided  under  the  Abandoned  Infants  Assistance  Act  or  the  Maternal 
and  Child  Health  Block  Grant.  = 

FAMILY  VIOLENCE 

Question.     Reports  of  domestic  violence  and  elder  abuse  have 
increased  along  with  child  abuse  over  the  past  decade.     In  what  ways 
can  or  do  the  Federal  Family  Violence  Prevention  Act  and  Child  Abuse 
and  Neglect  Act  coordinate  the  services  they  provide  to  families? 

Answer.     At  the  Federal  level,  the  Family  Violence  Prevention  l 
and  Services  Act  and  the  Child  Abuse  Prevention  and  Treatment  Act 
are  coordinated  at  the  staff  level  and  through  the  joint  operation 
of  the  Clearinghouses  on  Child  Abuse  and  Neglect  and  Family  Violence 
Information.     The  Clearinghouses  provide  research  findings,  resource 
materials,  bibliographies,  and  other  informative  materials  to  State- 
level  contacts  and  grantees  for  child  abuse  and  family  violence 
prevention.     The  Department  also  encourages  States  to  coordinate  and 
share  information  between  the  family  violence  and  child  abuse 
programs  at  the  State  and  community  level,   including  referrals  to 
services  funded  under  the  other  program  as  appropriate. 

ADOPTION  OPPORTUNITIES 

Question.     The  FY  92  budget  requests  $12,687,000  for  adoption 
opportunities,  the  same  level  of  funding  provided  in  FY  1991.  How 
much  of  this  funding  is  for  the  placement  of  minority  children? 

Answer.     Approximately  $3,900,000  of  the  FY   '92  funding  will  be 
for  projects  focusing  on  the  placement  of  minority  children. 

Question.  How  successful  has  is  program  been — how  many  children 
has  this  program  helped  to  place?  .   r,.-..  .  . 

Answer.     The  current  minority  child  placement  grants  were  funded 
9/30/89  through  2/28/91.     These  grants  have  already  requested  and 
received  no  cost  extensions.     Therefore,  the  final  results  on  the 
number  of  children  placed  are  not  availabale  at  this  time. 
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Question.     The  adoption  opportunities  program  is  the  only 
federal  program  that  targets  funding  to  post-adoptive  services. 
Adoption  agencies  are  citing  the  need  for  these  services  for  an 
increasing  number  of  adoptive  families.     How  do  you  propose  to  meet 
this  growing  need  for  such  services  with  limited  funding? 

Answer.     The  Adoption  Opportunities  Program  provides  seed  money 
for  adoption  progreuns,  not  money  for  on-going  services.  Therefore, 
agencies  must  plan  in  their  budgets  for  post  legal  adoption  services 
as  they  do  for  all  other  adoption  and  child  welfare  programs  in 
their  States.     States  may  choose  to  use  their  Social  Services  Block 
Grant  or  Child  Welfare  Services  funds  for  this  purpose. 

NATIONAL  ADOPTION  CLEARINGHOUSE 

Question.     How  much  in  the  FY  92  budget  request  for  adoption 
opportunities  will  support  the  National  Adoption  Clearinghouse? 

Answer.     The  FY  1992  request  for  the  National  Adoption 
Information  Clearinghouse  is  approximately  $272,000. 

ABANDONED  INFANTS 

Question.     The  Abandoned  Infants  Assistance  Program  was  one  of 
the  first  Federal  programs  specifically  targeted  to  abandoned 
babies,   including  drug-exposed  infants.     Given  the  anecdotal  reports 
on  the  dramatic  effect  drugs  are  having  on  families,  what  data  is 
the  administration  using  to  justify  not  asking  for  an  increase  in 
funding  for  this  program? 

Answer.     Because  of  the  budget  situation,  we  did  not  request 
increases  for  most  programs  in  FY  1992.     However,  we  have  requested 
a  substantial  increase  of  $90  million  for  title  IV-B  child  welfare 
services,  which  can  be  used  for  some  of  these  same  purposes. 

RUNAWAY  AND  HOMELESS  YOUTH 

Question.     Monies  in  the  Runaway  and  Homeless  Youth  program,  and 
both  of  the  runaway  and  homeless  youth  drug  programs,  are  being 
reserved  for  research,  demonstrations,  evaluation,  etc.,  instead  of 
putting  the  money  into  the  field  for  services.     Please  furnish  the 
Committee  with  a  detailed  report  on  how  much  and  where  money  is 
going  for  research  and  demonstrations,  evaluation,  and  technical 
assistance. 

Answer.     Under  the  Runaway  and  Homeless  Youth  Act,  90  percent  of 
the  appropriation  is  earmarked  for  service  projects,  called  Basic 
Centers,  and  in  FY  1992,  an  additional  $750,000  is  earmarked  for  the 
National  Communication  System  (runaway  hotline).     Of  the  remainder, 
in  FY  1992,  the  Department  intends  to  fund  approximately  $1,250,000 
in  demonstration  grants;  $450,000  for  an  evaluation  of  the  basic 
centers;  and  $600,000  for  technical  assistance.     All  of  these 
activities  will  be  awarded  competitively.     Direct  service  projects 
receive  priority  in  Runaway  and  Homeless  Youth  Program 
demonstrations,  as  required  by  law.     Moreover,  all  of  these  non- 
service  activities  are  designed  to  enhance  services  in  the  field  by 
contributing  new  knowledge  and  models  to  address  emerging  issues. 
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In  FY  1992,   funding  under  the  Drug  Abuse  Prevention  Program  for 
Runaway  and  Homeless  Youth  will  be  primarily  targeted  to 
comprehensive  services  in  the  field.     Some  service  projects  will  be 
demonstrations  in  order  to  develop  and  test  new  approaches  to 
addressing  substance  abuse  among  runaway  and  homeless  youth.  In 
addition,  approximately  $300,000  will  be  competitively  awarded  in  FY 
1991  and  refunded  in  FY  1992  to  provide  technical  assistance  to 
service  providers.     Funding  for  a  national  incidence  study  of  drug 
abuse  among  this  population,  a  statutory  requirement,  began  in  FY 
1990  and  will  be  refunded  in  FY  1991  for  approximately  $550,000.  A 
third  year  of  funding  at  a  reduced  level  may  be  required  to  complete 
this  major  study  in  FY  1992. 

Finally,  under  the  Youth  Gang  Drug  Prevention  Program,  the  vast 
majority  of  funding  in  FY  1992  will  be  competitively  awarded  to 
service  projects.     In  addition,  technical  assistance  will  likely  be 
provided  by  a  national  contractor  for  approximately  $500,000  in  FY 
1992,   and  six  field-initiated  research  projects  which  were  awarded 
in  FY  1990  will  be  continued  in  FY  1992  for  approximately  $575,000. 
In  general,  these  research  funds  are  supporting  State  or  local 
assessment  activities  which  will  enable  the  field  to  better  address 
the  gang  problems  identified.     An  evaluation  of  the  Youth  Gang  Drug 
Prevention  Program  was  also  initiated  in  FY  1990  and  will  be 
continued  for  a  third  year  of  funding  of  approximately  $450,000  in 
FY  1992. 

Question.     Last  year,   a  GAO  study  "Homelessness :     Homeless  and 
Runaway  Youth  Receiving  Services  at  Federally  Funded  Shelters" 
concluded  that  centers  are  not  able  to  address  long-term  needs  of 
runaway  and  homeless  youth.     How  have  you  responded  to  these 
findings? 

Answer.     Shelters  funded  under  the  authority  of  the  Runaway  and 
Homeless  Youth  Act  are,  by  law,  designed  to  meet  the  "immediate" 
needs  of  runaway  and  homeless  youth  and  are  not  intended  to  address 
long-term  needs  of  clients.     For  this  reason.  Congress  enacted  in 
1988  the  Transitional  Living  Program  for  Homeless  Youth,  which  the 
Department  is  now  implementing.     Projects  funded  under  this  program 
are  designed  to  meet  the  long-term  needs  of  this  population. 

At  the  same  time,  the  Department  is  concerned  about  the 
inability  of  these  shelters  to  address  needs  that  they  identify.  We 
are  therefore  proposing  a  regulatory  change  to  extend  the  maximum 
length  of  stay  in  a  Federally-funded  shelter  from  15  days  to  30 
days.     Although  maintaining  the  crisis  intervention  nature  of  these 
programs,  this  additional  time  may  allow  for  more  effective 
interventions  for  the  most  troubled  youth  receiving  services  from 
the  shelters.     In  addition,  the  Department  continues  to  emphasize 
the  importance  of  aftercare  services  for  youth  and  their  families 
once  the  shelter  stay  has  ended,   and  we  are  supporting  the 
development  and  testing  of  home-based  approaches  to  addressing  the 
longer-term  needs  of  at-risk  youth  and  their  families. 

BASIC  CENTER  GRANTEES 

Question.     How  many  Basic  Center  grantees  also  receive  funds 
from  Transitional  Living  Program  or  from  the  Drug  Education  and 
Prevention  Program? 
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Answer.     In  FY  1990,  29  Basic  Center  grantees  competed 
successfully  for  Transitional  Living  Program  grants.     Of  the  337 
currently  active  Basic  Center  grantees,   103  also  receive  funding 
under  the  Drug  Abuse  Prevention  Program  for  Runaway  and  Homeless 
Youth.     Fifteen  agencies  currently  receive  funding  under  all  three 
programs. 

WHITE  HOUSE  CONFERENCE  ON  AGING 

Question:     What  is  the  status  of  the  White  House  Conference  on 
Aging? 

Answer;     A  decision  about  whether  to  convene  a  1991  White  House 
Conference  on  Aging  is  pending  within  the  Executive  Branch. 

TRANSPORTATION  SERVICES 

Question.     Under  Title  III-B,  the  largest  amount  of  monies 
provided  are  being  used  for  transportation  services.  Obviously, 
transportation  is  a  critical  service  for  the  elderly,  especially  in 
rural  areas  where  there  are  no  public  transportation  services.  What 
is  the  unmet  need  in  this  area? 

Answer.  Transportation  is  a  critical  service  in  itself  for  some 
clients.  However,  transportation  is  usually  part  of  another  service 
or  used  to  facilitate  another  service  or 

make  it  possible  for  some  other  service  to  be  provided.  Therefore, 
the  unmet  need  for  transportation  must  be  considered  in  the  overall 
context  of  the  service  needs  of  an  expanding  and  increasingly  frail 
and  vulnerable  elderly  population.     We  have  no  specific  projections 
of  the  unmet  needs  of  the  elderly  for  services.     There  are  huge 
variables,  such  as  national  health  policy,  national  income 
maintenance  policy,  employment  trends  and  national  economic 
conditions  that  complicate  estimation  of  service  needs. 

Question.     What  steps  are  being  taken  by  the  Administration  on 
Aging  to  deal  with  the  lack  of  transportation  services  to  the 
elderly? 

Answer.     The  Administration  on  Aging  has  supported  a  number  of 
grants  for  studies,  demonstrations  and  training  on  a  range  of 
approaches  to  improve  special  transportation  services  for  the 
elderly.     These  efforts  and  experiences  have  been  widely 
disseminated  and  have  been  helpful  in  the  development  transportation 
services  throughout  the  Title  III  program. 

Transportation  remains  an  important  area  of  concern  because  it 
is  critical  to  any  system  of  services  and  so  much  of  our  program 
funds  are  spent  on  transportation.     We  have  an  interagency  agreement 
with  the  Urban  Mass  Transportation  Administration  to  work 
collaboratively  in  several  areas  to  improve  transportation  for  the 
elderly,  particularly  the  coordination  of  transportation  services. 

CONGREGATE  MEALS 

Question.     How  many  congregate  meal  sites  were  in  place  in  FYs 
1986,   1987,   1988,   1989,  and  1990,  and  how  many  people  were  served  at 
these  sites? 
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Answer.     In  FY  1986,  States  reported  that  2,853,953  elderly 
persons  were  served  at  14,772  congregate  meal  sites.     During  the  <;S 
following  two  years,   FY  1987  through  FY  1988,  the  number  of  elderly 
who  participated  in  congregate  meals  programs  dropped  from  2,780,101 
to  2,748,985  while  the  number  of  congregate  meal  sites  rose  from 
15,087  in  FY  1987  to  15,222  in  FY  1988.     In  FY  1989,   the  30 
Administration  on  Aging  eliminated  collecting  information  about  the 
number  of  congregate  meal  sites.     The  number  of  persons  served 
congregate  meals  rose  slightly  in  FY  1989  to  2,763,273  and  declined 
to  2,749,626  in  FY  1990. 

Question.     How  many  congregate  meal  sites  are  assumed  in  the  FY 
1992  request  and  how  many  people  will  be  served? 

Answer.     While  we  cannot  make  any  assumptions  about  the  number 
of  congregate  meal  sites  for  FY  1992,  we  anticipate  no  major  changes 
from  the  FY  1991  figures  in  the  number  of  elders  served. 

ADMINISTRATIVE  COSTS 

Question.     How  much  of  the  Office  of  Human  Development  Services 
FY  1992  Budget  request  includes  funding  for  administrative  costs, 
other  than  those  monies  requested  under  program  administration? 

Answer.     Approximately  $500,000  of  program  funds  across  Human 
Development  Services  are  used  for  printing.     These  costs  include  the 
printing  of  such  publications  as  Children  Today  and  Aging. 

PROGRAM  ADMINISTRATION 

Question.     The  budget  requests  $16,249,000  in  increased  funding 
to  support  an  additional  115  FTE ' s  for  the  Office  of  Human 
Development  Services.     This  represents  a  substantial  increase  in 
staffing  over  the  past  years.     Why  is  such  an  increase  requested  for 
FY  1992  —  especially  when  most  accounts  within  HDS  received  little 
or  no  increases? 

Answer.     Over  the  past  ten  years,  the  Office  of  Human 
Development  Services   (OHDS)   has  suffered  a  continual  reduction  in 
Full-Time  Equivalent   (FTE)   levels   (from  1,507  FTE  in  1981  to  975  in 
1991)  while  program  responsibilities  have  increased.     As  a  result, 
OHDS  is  operating  with  a  bare  bones  staff,   an  aging  work  force  which 
has  increased  the  average  grade  and  salary,   and  limited  support  and 
developmental  staff. 

During  most  of  Fiscal  Year  1988  and  1989,  OHDS  operated  under  a 
limited  hiring  freeze  because  of  Salary  and  Expenses  (SSE) 
constraints   (severe,  unexpected  increases  in  uncontrollable  costs, 
i.e.,   rental  of  space,  employee  benefits,   etc.).     During  Fiscal  Year 
1990,  to  increase  staff  while  reducing  the  average  grade  and 
staffing  costs,  OHDS  implemented  a  new  policy  of  hiring  only  entry 
level  staff  from  outside  the  agency.     In  August  of  1990,   the  Office 
of  Management  and  Budget's  anticipation  of  a  31.9%  sequester  for 
Fiscal  Year  1991  forced  OHDS  to  curtail  its  recruiting  effort  to 
avoid  increases  in  liabilities  against  the  Fiscal  Year  1991  budget, 
and  OHDS     ended  the  year  with  969  FTE.     In  Fiscal  Year  1991,  OHDS 
received  funds  to  fill  1,006  FTE;  however,  because  of  the 
departmental  SSE  reduction  and  the  2.41%  Graham-Rudman  reduction, 
OHDS  can  afford  only  975  FTE.     During  the  past  few  years,  OHDS  has 
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maintained  the  stewardship  of  programs  through  the  reprogramming  of 
funds  from  other  accounts. 

Simply  put,  OHDS  cannot  continue  to  provide  needed  services  with 
the  spiraling  reduction  in  critical  staff  and  FTE.  For  example,  one 
of  the  areas  which  is  reflective  of  the  diminishing  resources  OHDS 
has  suffered  over  the  past  decade  is  the  grants  monitoring  activity. 
A  recent  review  was  conducted  in  all  programs,  except  Head  Start. 
As  a  result  of  that  review,  OHDS  has  declared  a  material  weakness 
under  the  Federal  Managers'  Financial  Integrity  Act  in  every  program 
reviewed.     The  ability  to  correct  the  weakness  depends  on  providing 
the  grants  management  function  with  added  staff  and  travel  dollars 
for  monitoring. 

In  addition  to  requesting  more  staff,  OHDS  has  established  a 
Workforce  Planning  Group  to  look  at  work  processes,   long  term  needs, 
to  identify  ways  to  improve  the  use  of  resources,   and  to  plan  for 
the  future. 


QUESTIONS  SUBMITTTED  BY  SENATOR  ARLEN  SPECTER 

'  "  HEAD  START  PROGRAM 

Question.     What  steps  has  the  Department  taken  to  prepare  the 
Head  Start  programs  for  the  number  of  children  who  have  been  exposed 
to  drugs  and  the  developmental  problems  associated  with  that 
exposure?  . 

Answer.     The  Head  Start  Bureau  has  developed  a  substance  abuse 
initiative,  and  has  identified  the  needs  of  children  who  have  been 
exposed  to  drugs  as  a  key  issue  to  be  addressed  in  this  initiative. 
The  substance  abuse  initiative  includes  the  establishment  of  a 
national  Head  Start  Substance  Abuse  Workgroup,  consisting  of 
national  substance  abuse  experts  both  inside  and  outside  the  Federal 
government,  as  well  as  a  representation  of  Head  Start  grantees. 
This  Workgroup  has  met  twice,   and  has  assisted  Head  Start  in 
developing  a  substance  abuse  agenda  to  address  this  and  many  other 
issues. 

By  September  30,   1991,  the  Head  Start  Bureau  will  award  up  to 
$10  million  in  FY  1991  discretionary  quality  improvement  funds  to 
Head  Start  grantees  to  develop  their  capacity  to  address  issues  of 
substance  abuse.     We  expect  to  fund  between  75  and  100  grantees 
through  a  competitive  process.     Children  affected  by  exposure  to 
substances  will  be  a  critically  important  issue  to  be  addressed  by 
these  projects. 

Several  Regional  Offices,   in  conjunction  with  Regional  Resource 
Centers,  have  conducted  substance  abuse  conferences  for  Head  Start 
grantees.     A  key  topic  addressed  during  training  workshops  at  these 
conferences  has  been  working  with  children  exposed  to  substances, 
and  their  families. 

Head  Start  will  publish  a  Head  Start  Substance  Abuse  Resource 
Guide  in  early  summer,   1991.     This  Guide  will  be  a  desk  reference 
for  Head  Start  grantees  and  other  community.  State  and  Federal 
programs  which  address  substance  abuse  and  want  to  understand  Head 
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start's  involvement  in  this  issue.     The  Guide  will  feature 
information  and  resources  which  address  Head  Start  substance  abuse 
issues  of  staff,   families,   children  and  community  partnerships. 

Head  Start  is  planning  to  contribute  to  the  production  of  a 
video  and    manual  which  will  bring  together  national  experts  who 
work  with  (1)   infants  who  have  been  prenatally  or  postnatally 
exposed  to  alcohol  and  other  drugs,  as  well  as  (2)  preschool  aged 
children  whose  behavior  suggests  they  have  been  harmed  by  the 
effects  of  exposure  to  substances.  These  experts  will  share  the 
latest  information  and  strategies  for  working  with  these  affected 
preschool  children. 

HEAD  START  TRAINING  FUNDS 

Question.     Does  your  budget  contain  adequate  funding  to  train 
Head  Start  personnel  to  deal  not  only  with  these  developmental 
problems  but  with  problems  associated  with  drug  abuse  of  family 
members? 

Answer.     The  increased  funds  available  to  local  Head  Start 
programs  for  training  this  year  will  improve  their  ability  to  deal 
with  these  difficult  issues.     In  addition,  the  various  national  Head 
Start  training  and  technical  assistance  resources,  including 
Regional  Resource  Centers  which  provide  general  training  to 
grantees.  Resource  Access  Projects  which  support  services  to 
children  with  disabilities,   and  our  health  support  providers,  the 
Public  Health  Service  and  the  Indian  Health  Service,  are  all 
including  substance  abuse  issues  in  their  training  and  technical 
assistance  agendas  with  grantees. 

In  addition,   the  Head  Start  Bureau   (HSB)is  working  with  the 
Office  for  Treatment  Improvement   (OTI)   and  the  Office  for  Substance 
Abuse  Prevention  (OSAP)  to  develop  collaborative  partnerships  which 
will  assist  Head  Start  in  addressing  training  needs  for  staff.  A 
specific  collaboration  has  been  developed  between  OTI  and  HSB 
concerning  the  OTI  Target  Cities  grants.     HSB  plans  to  offer  Head 
Start  grantees  located  in  the  eight  Target  Cities  the  opportunity  to 
compete  for  funds   (up  to  a  total  of  eight  awards)  to  develop 
collaborative  efforts  with  the  Target  Cities  grantees.     A  key  issue 
to  be  addressed  in  this  collaboration  is  training  for  Head  Start 
staff  in  identification  and  early  intervention  with  families.  We 
are  also  exploring  ways  in  which  OSAP ' s  Community  Partnership  and 
Pregnant  Post  Partum  Women  and  Their  Infants  grantees  can  work 
collaboratively  with  Head  Start  grantees  on  prevention  and  early 
intervention  issues. 

Head  Start  has  funded  13  demonstration  Family  Support  Centers 
to  Head  Start  grantees  to  address  innovative  strategies  for  helping 
families  with  issues  of  literacy,   substance  abuse  and  employability . 
In  FY  1991,  we  anticipate  funding  an  additional  16-20  Family  Support 
Centers,  along  with  an  evaluation  of  their  process  and  results. 

HEAD  START-DRUG  EXPOSED  CHILDREN 

Question.  Are  Head  Start  programs  adequately  staffed  to  deal 
with  the  problems  associated  with  drug  exposed  children  as  well  as 
the  use  of  drugs  by  family  members? 
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Answer.     Head  Start  grantees  have  capacities  to  address  all 
four  of  the  Head  Start  components,    (education,   health,  social 
services  and  parent  involvement).     Performance  Standards  for  each  of 
these  components  are  established  and  the  performances  of  one  third 
of  the  grantees  are  monitored  each  year.     There  is  no  question  that 
issues  of  abuse  of  alcohol  and  other  drugs  have  strained  the 
capacities  of  grantees  to  help  families,  which  is  why  the  Head  Start 
Bureau  has  established  a  Substance  Abuse  Initiative. 

We  are  encouraging  grantees  to  increase  program  resources, 
where  necessary,  to  add  qualified  consultant  or  staff  capacities  to 
help  address  these  problems.     Of  the  increased  funding  available  in 
FY  1991  to  improve  program  quality,  more  than  $80  million  can  be 
used  by  grantees  for  this  purpose,  as  well  as  to  meet  needs  in  other 
areas.     Up  to  an  additional  $10  million  in  substance  abuse 
demonstration  funds  will  also  be  awarded  by  September,   1991  and 
collaborative  arrangements  with  community  State  and  Federal 
resources  to  help  grantees  enhance  their  staff  capacities  will  be 
encouraged. 

-       •  YOUTH  GANG  DRUG  PROGR7VMS 

Question.     How  many  young  people  do  you  estimate  are  being 
reached  through  the  Youth  Gang  Drug  Abuse  Prevention  Program? 

Answer. We  are  in  the  process  of  collecting  data  on  the  number 
of  youth  being  served  by  the  84  grantees  funded  under  this  program. 
This  information  should  be  available  within  the  next  year.  In 
general,   however,  we  estimate  that  each  of  16  community-based 
consortium  grantees  is  reaching  between  200  and  600  youth.  Smaller 
grantees  normally  propose  to  serve  between  50  and  200  youth.     It  is 
difficult  to  calculate  the  exact  number  of  youth  being  reached 
because  of  the  nature  of  many  of  the  projects.     For  example,  the  Los 
Angeles  Unified  School  District  grantee  is  developing  a  self-esteem 
enhancement  curriculum  which  is  aimed  primarily  at  a  targeted  group 
of  young  at-risk  children  and  their  parents.     However,  the 
curriculum  is  also  being  taught  to  many  teachers  and  administrators 
throughout  the  school  system  and  may  have  a  ripple  effect  throughout 
the  Los  Angeles  School  District.     It  is  virtually  impossible  to 
measure  the  impact  this  training  will  have  on  non-targeted  students. 

Question. How  are  Youth  Gang  Drug  Abuse  Prevention  projects 
coordinating  their  activities  among  the  various  agencies  and 
programs  that  serve  young  people,  such  as  schools,  the  juvenile 
justice  system,  employment  agencies,  and  other  social  services 
agencies? 

Answer.     The  most  successful  coordination  activities  are 
occurring  in  the  so-called  youth  gang  consortia  projects.     Since  FY 
1989,  ACYF  has  awarded  over  $19.6  million  in  discretionary  grants  to 
16  community-based  consortia  to  conduct  innovative,  comprehensive 
approaches  to  the  current  and  emerging  problems  of  youth  gangs  and 
their  involvement  with  illicit  drugs.     Each  consortium  is  a  broad- 
based  partnership  which  draws  upon  the  resources,  expertise, 
energies  and  commitments  of  many  different  groups  within  a 
community. 


For  example,  the  Denver  Consortium,  which  is  headed  by  the 
Governor's  Job  Training  Office,  brings  together  the  school  districts 
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of  Denver,  Aurora  and  Cherry  Creek;  the  Denver  and  Aurora  Police 
Departments;  the  Denver  Juvenile  Court  system;  and  non-profit  youth 
and  family  serving  agencies  from  all  three  communities.  Another 
model  being  tested  by  many  consortia  is  similar  to  that  of  the  City 
of  Los  Angeles,  where  a  broad  range  of  Federal  (ACYF,  Housing  and 
Urban  Development,  Labor  and  Justice)  resources  are  being 
coordinated  and  concentrated  to  undertake  youth  gang  prevention 
activities  in  five  public  housing  sites. 

Question.     Is  the  Youth  Gang  Drug  Abuse  Prevention  Program 
limited  to  urban  communities  only,  or  are  there  gangs  or  groups  in 
suburban  or  rural  areas  that  are  being  targeted  under  this  program? 

Answer.     ACYF  has  funded  grants  ranging  from  $1,000,000  service 
projects  in  large  urban  centers,   such  as  Los  Angeles  and  Denver,  to 
$50,000  planning  projects  in  small  communities  with  emerging  gang 
problems,   such  as  Caldwell,   Idaho,  and  Jefferson  County,  Alabama. 
One  very  successful  community-based  consortium  project  is  headed  by 
Cities  in  Schools  in  Pinal  County,  Arizona.     This  county  is  rural 
and  is  rated  the  poorest  in  the  State.     Several  grantees  cover 
urban,   suburban  and  rural  areas  through  extended  partnerships. 

ABANDONED  INFANTS 

Question.     Researchers  estimate  that  375,000  babies  per  year 
had  been  exposed  to  illicit  drugs.     In  FY  1989,   4,875  infants  were 
reported  to  the  Child  Welfare  Agency  in  New  York  City  with  a 
positive  drug  test — a  26%  increase  from  1986.     The  Center  for 
Disease  Control  projects  that  by  1991  there  will  be  10,000  to  20,000 
children  with  HIV.     Given  these  increased  needs,  why  are  you 
requesting  level  funding  for  this  program? 

Answer.     First,  we  have  already  funded  or  are  in  the  process  of 
funding  32  major  metropolitan  areas,   and  we  feel  that  we  have 
reasonably  good  geographic  coverage  at  this  time.     Secondly,  we  have 
requested  a  substantial  increase  in  the  funding  for  title  IV-B  child 
welfare  services,  which  dollars  can  be  used  for  some  of  these  same 
purposes. 

Question.     The  Abandoned  Infants  Assistance  Act  requires  that 
the  Secretary  of  Health  and  Human  Services  conduct  a  study  to 
determine  how  many  infants  and  young  children  are  abondoned  each 
year.     When  will  this  study  be  completed? 

Answer.     We  will  complete  this  study  by  December  1991  and  will 
be  ready  to  submit  it  to  the  Congress  in  February  1992. 


QUESTIONS  SUBMITTTED  BY  SENATOR  MARK  O.  HATFIELD 

RUNAWAY  AND  HOMELESS  YOUTH  ACTIVITIES 

Question.     There  are  approximately  1  million  youth  who  run  away 
annually,  and  by  all  indications,  this  number  is  increasing.  In 
addition  to  the  runaway  population,  there  are  approximately  300,000 
youth  who  are  homeless.     Your  budget  request  would  support  360 
centers  and  will  serve  approximately  65,000  youth,  the  same  number 
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as  in  FY  91.     Why  are  you  proposing  to  level  fund  this  program  when 
there  are  many  homeless  youth  still  in  need  of  services? 

Answer.     We  recognize  that  the  problems  of  runaway  and  homeless 
youth  are  great,  but  we  do  not  feel  that  the  Federal  government 
alone  carries  full  responsibility  for  resolving  these  problems.  In 
our  view,  responsibility  for  these  at-risk  youth  lies  (1)  with  the 
parents,    (2)  with  local,  county,  and  State  welfare  agencies,  such  as 
child  protective  services  and  foster  care,   and  (3)  with  the  Federal 
government.     The  shelters  supported  by  the  Federal  government  are 
essentially  crisis  and  referral  centers.     We  provide  short-term 
lodging,   food,   and  counseling  while  we  arrange  for  either  the 
parents  or  local  agencies  or  both  to  assume  their  responsibilities 
for  long-term  care. 

The  typical  youth  center  we  fund  has  from  10  to  12  funding 
sources  in  addition  to  the  Federal  dollars.     These  sources  include 
the  United  Way,   local  churches,   local  governments,  and  others.  This 
demonstrates  that  many  groups  across  the  country  are  addressing 
these  youth  problems. 

Question.     One  of  the  requirements  of  the  Runaway  and  Homeless 
Youth  Program  is  that  a  grantee  have  a  plan  for  keeping  statistical 
profiles  of  the  clients  (both  youth  and  families).     What  have  you 
learned  from  these  data  profiles? 

Answer.     We  have  learned  that,  in  general,  troubled  youth  come 
from  troubled  families.     Youth  do  not  run  away  from  home  casually. 
In  almost  all  cases,  youth  are  running  away  from  severe  conflicts, 
usually  with  their  parents  or  guardians,  often  with  social 
institutions  such  as  schools  or  the  juvenile  justice  system. 
Two-thirds  of  the  youth  cite  arguments  or  fights  with  parents  as 
their  principal  reason  for  leaving  home. 

Often  these  conflicts  are  accompanied  by  violence.  Parental 
physical  abuse,  parental  domestic  violence,  parental  sexual  abuse, 
physical  or  sexual  abuse  by  other  family  members,  and  physical  or 
sexual  abuse  by  non-family  members  are  cited  respectively  by  19.9, 
9.6,   5.9,  4.6,  and  3.5  percent  of  the  youth. 

The  personal  problems  the  youth  carry  with  them  when  they  enter 
runaway  shelters  are  equally  disturbing,   and  equally  difficult  to 
resolve.     Approximately  half  have  very  low  self  esteem  and  are 
depressed.     Fourteen  percent  are  possibly  suicidal. 

One-third  of  the  youth  are  having  trouble  with  the  school 
system,  as  shown  by  poor  attendance,  truancy,  bad  grades,  and 
inability  to  get  along  with  teachers.     One  quarter  of  the  boys  are 
in  trouble  with  the  juvenile  justice  system. 

Shelter  directors  note  that,   increasingly,  the  youth  they  serve 
are  multi-problem  youth.     For  example,   they  are  in  conflict  not  only 
with  their  parents  but  also  with  the  schools  and  the  juvenile 
justice  system.     In  addition,  many  have  problems  with  alcohol  and 
other  drugs,   as  well  as  with  teenage  pregnancy  and  sexually 
transmitted  diseases. 
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AGING  PROGRAMS 

Question:     Since  the  65  and  over  population  is  the  fastest 
growing  age  group  in  this  country  today,   I  would  think  that  the  need 
for  services  to  that  population  would  also  increase.     Your  budget, 
however,   shows  level  funding  for  programs  in  FY  '92.     What  is  the 
rationale  for  level  funding  these  programs? 

Answer:     The  Department  of  Health  and  Human  Services  has 
assigned  a  high  priority  to  assuring  that  adequate  resources  are 
available  to  support  the  program  efforts  required  to  address  the 
pressing  needs  of  the  Nation's  older  citizens.     We  note  that 
Administration  on  Aging  programs  have  received  significant  budgetary 
increases  during  the  past  decade.     During  that  period  we  have  also 
encouraged  programs  to  solicit  increased  contributions  from  older 
recipients  able  to  pay  and  have  emphasized  efforts  to  improve  the 
management  of  service  efforts.     We  believe  that  the  results  have 
been  very  positive.     For  example,  over  the  seven  year  period 
1982-1989,  meals  provided  under  the  Title  III-C  program  have 
increased  by  more  than  one  third,   from  190,000,00  to  250,000,000. 
Voluntary  contributions  have  more  than  doubled  from  $69,000,000  in 
1982  to  $150,000,000  in  1989.     Where  opportunities  present 
themselves,  the  aging  services  network  will  make  additional  efforts 
to  expand  services  through  increasing  voluntary  contributions  and 
further  improving  service  program  administration. 

In  addition,  the  Administration  on  Aging  has  recently  launched 
its  national  Eldercare  Campaign  designed  to  mobilize  additional 
resources  from  both  the  public  and  private  sectors  on  behalf  of 
older  persons  at  risk  of  losing  their  independence.     The  Campaign  is 
nation-wide  in  scope  and  will  assist  the  aging  services  network  to 
draw  upon  significant  resources  which  have  not  been  available  in  the 
past. 

Question.     Congregate  and  home-delivered  meals  are  provided 
5  days  a  week.     Some  of  the  elderly  receiving  these  meals  may  be 
unable  to  prepare  food  for  themselves.     Has  the  Administration  given 
any  thought  to  providing  these  meal  services  7  days  a  week.  What 
would  be  the  cost  of  providing  meals  on  a  daily  basis? 

Answer.     Generally,  congregate  and  home  delivered  meals  operate 
5  days  a  week.     However,  the  Older  Americans  Act  and  applicable 
regulations  currently  allow  State  and  Area  Agencies  on  Aging  to 
serve  for  more  than  5  days  a  week.     There  are  cases  where  this  has 
been  tried  on  a  demonstration  basis.     It  is  not  widely  the  practice. 
Some  home  delivered  meals  projects  have  provided  needy  elderly 
participants  with  an  extra  meal  that  is  easily  reheated  and  can  be 
consumed  at  a  later  time.     Based  on  discussions  with  State  and  Area 
Agency  staff  and  others  involved  in  the  program,  there  is  not  a  very 
large  part  of  the  elderly  population  that  need  or  would  want  meals 
every  day  or  more  than  one  publicly  provided  meal  each  day.     If  more 
is  needed,  perhaps  other  services,  such  as  homemaker  service, 
shopping  assistance  or  a  group  living  arrangement  should  be 
considered. 

We  do  not  doubt  that  there  are  circumstances  where  the  need  for 
7  day  service  exists  and  could  be  appropriately  met  by  expanded 
service.     We  have  no  estimate  of  the  costs  of  providing  7  day 
service.     However,  we  would  expect  it  to  be  more  expensive  per  meal 


178 


'  -     \  ■  ■ ,  • 

than  regular  service  because  of  overtime  rates  for  labor,  additional 
staff  costs,   and  a  loss  of  efficiencies  of  scale  due  to  a  smaller 
number  of  clients  served  on  weekends. 

RUNAWAY  YOUTH  -  TRANSITIONAL  LIVING 

Question.     When  the  Department's  request  for  application  was 
published,  over  272  proposals  were  received,  however  only  45  were 
able  to  be  funded.     How  many  children  is  this  program  currently 
serving? 

Answer.     The  first  Transitional  Living  Program  projects  were 
funded  in  September,   1990.     It  is  anticipated  that  between  900  and 
1200  youth  will  be  served,  on  a  residential  basis,  within  the  first 
year. 

Question.     These  Transitional  Living  Programs  have  been  in 
operation  for  almost  a  year.     What  types  of  evaluations  have  been 
done  to  date? 

'    Answer.     Although  funding  was  available  in  fiscal  year  1990, 
the  first  group  of  projects  were  not  awarded  funds  until  September 
1990.     These  projects  have  actually  been  operating  for  less  than  six 
months.     An  evaluation  strategy  has  been  designed  which,  when 
implemented,  will  determine  the  cross  comparative  results  of  the 
funded  projects,  their  overall  impact  and  effect,  and  will  make 
recommendations  for  the  further  enhancement  of  the  national  program. 

In  addition,   a  systematic  reporting  system  is  being  developed  in 
order  to  obtain  consistent,   systematic  data  from  all  TLP  projects. 


Office  of  Inspector  General 

statement  of  richard  p.  kusserow,  inspector  general 

accompanied  by  dennis  p.  williams,  deputy  assistant  sec- 
retary for  management  and  budget 

introduction 

Senator  Harkin.  The  next  witness  is  Mr.  Richard  Kusserow,  the 
inspector  general  of  the  Department  of  Health  and  Human  Serv- 
ices. Mr.  Kusserow  has  served  in  this  post  for  10  years  now.  In  that 
time,  his  office  has  compiled  an  impressive  record  of  investigation 
into  areas  where  Grovernment  spending  could  be  reduced  without 
compromising  program  effectiveness  or  impact  on  beneficiaries. 

Welcome  back  to  the  subcommittee,  Mr.  Kusserow.  We  are  look- 
ing forward  to  an  update  on  the  work  your  office  is  doing.  We  are 
also  interested  in  knowing  how  your  office  will  implement  the  new 
Chief  Financial  Officers  Act,  which  mandates  detailed  financial 
statements  of  most  agency  spending. 

As  always,  your  complete  statement  will  be  made  a  part  of  the 
hearing  record.  Again,  Mr.  Kusserow,  of  the  different  departments 
under  the  jurisdiction  of  this  subcommittee,  it  is  this  Senator's  feel- 
ing that  tne  Inspector  General's  Office  that  you  head  and  you,  in 
particular,  are  doing  an  outstanding  job.  We  urge  you  to  keep  up 
the  good  work  you  are  doing.  With  limited  budgets,  tight  con- 
straints, we  have  to  go  after  any  waste,  abuse,  fraud,  inappropriate 
indirect  costs  or  whatever  we  can  to  make  sure  that  our  dollars  are 
being  spent  wisely. 

Again,  welcome  back,  and  please  proceed  as  you  so  desire. 

SUMMARY  STATEMENT 

Mr.  Kusserow.  Thank  you,  Mr.  Chairman.  This  is  my  10th  ap- 
pearance before  this  committee.  I  am  pleased  to  be  here,  and  I  am 
very  appreciative  of  your  kind  remarks.  We  are  prepared  to  discuss 
the  issue  of  indirect  costs  at  universities.  We  are  also  prepared  to 
discuss  any  detail  you  would  care  to  go  into  with  regard  to  the 
chief  financial  officers  legislation. 

I  would  like  to  take  advantage  of  your  offer  and  just  submit  my 
formal  statement  for  the  record.  I  will  just  highlight  some  of  our 
request  to  allow  a  maximum  amount  of  time  for  explanation  and 
questioning. 

As  you  pointed  out  in  your  introduction  of  me  here  this  morning, 
we  are  a  kind  of  a  rare  commodity  for  this  committee  in  the  fact 
that  we  are  not  policymakers.  You  have  plenty  of  policymakers 
come  before  you.  Our  job  really  is  to  look  at  the  way  things  are  op- 
erating and  determine  whether  they  could  operate  better.  As  to 
whether  you  cap  programs  or  eliminate  programs,  raise  taxes  or 
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lower  taxes,  there  are  plenty  of  other  folks  in  this  town  who  can 
address  those  issues. 

Our  mission  is  to  look  at  the  programs  to  see  if  they  are  working 
as  intended,  to  measure  how  well  they  are  performing,  and  to  see 
if  there  are  possibilities  of  effecting  savings  as  a  result  of  more  effi- 
cient or  effective  operation  of  the  programs — ^without  adversely  af- 
fecting the  intended  beneficiaries.  That,  of  course,  is  our  mainline 
objective  at  any  given  time. 

During  1990  alone,  we  were  able  to  effect  a  total  of  about  $5.8 
billion  in  savings  which  were  posted.  These  savings  came  from  the 
areas  of  program  improvements,  restitution,  and  recoveries  to  our 
Department's  programs.  We  believe  that  inspector  general  rec- 
ommendations have  made  a  major  contribution  to  departmental 
programs  over  the  last  5  years.  If  you  were  to  add  all  the  savings 
up,  you  would  see  a  total  of  about  $28  billion  over  5  years. 

Also  in  the  area  of  insuring  that  our  programs  and  beneficiaries 
are  not  abused  in  any  fashion,  we  also  have  taken  action  against 
individuals  and  entities  who  have  attempted  to  defraud  these  pro- 
grams. We  had  900  administrative  sanctions  that  emanated  from 
that  part  of  our  program  in  fiscal  year  1990. 

Of  course,  the  last  thing  we  want  to  have  is  people  engaging  in 
criminal  conduct  against  our  programs.  We  have  had  a  very  strong 
policing  effort  in  this  area.  In  this  last  year  we  have  convicted,  in 
the  courts,  1,310  individuals  and  entities  for  criminal  conduct.  So 
we  feel  that  we  are  making  a  contribution  on  that  side  of  our  mis- 
sion. 

We  also  make  it  a  point  to  develop  our  OIG  "Cost  Savers  Hand- 
book" and  '^Management  Improvement  Recommendations  Hand- 
book," the  so-called  red  and  orange  books.  These  documents  provide 
recommendations  on  how  we  can  put  funds  to  better  use  and  how 
we  can  make  improvements  in  the  operation  of  the  Department. 

Again  staying  on  the  area  of  savings,  in  the  OBRA  90  legislative 
package  there  were  a  number  of  OIG  recommendations  contained 
in  the  more  than  $31  billion  that  was  scored  for  the  next  5  years 
in  that  legislative  effort.  We  made  contributions  to  about  72  per- 
cent of  all  the  Medicare  savings  provisions.  These  contributions  in- 
cluded a  lot  of  things.  One  of  them  I  would  like  to  highlight  be- 
cause you  played  a  major  role  in  it.  We  had  hearings  in  which  we 
were  ti:ying  to  find  a  better  way  in  which  to  deal  with  durable  med- 
ical equipment  and  the  abuses  in  that  program,  and  to  find  ways 
in  which  we  could  eliminate  some  of  the  unnecessary  spending,  the 
waste  and,  quite  frankly,  just  out-and-out  fraud.  That  portion  of 
the  package  was  about  $2.1  billion.  We  were  very  pleased  to  see 
that  you  and  your  colleagues  were  able  to  have  that  provision 
added. 

The  savings  picture  looks  very  good  in  the  President's  budget  to 
the  Congress.  We  feel  that  there  are  a  lot  of  other  opportunities  for 
savings  without  adversely  affecting  the  programs,  so  we  hope  that 
you  in  the  Congress  will  take  a  close  look  at  the  recommendations  \ 
that  we  put  in  there.  Again,  we  are  focusing  on  areas  where  you  [ 
could  effect  savings  without  adversely  affecting  either  the  programs  [ 
or  the  beneficiaries.  I 
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BUDGET  REQUEST 

In  fiscal  year  1992,  we  are  requesting  $111,189,000  in  obliga- 
tional  authority.  This  breaks  down  to  $63,842,000  from  appropria- 
tions and  $47,347,000  from  trust  fund  transfers  for  the  work  that 
we  do  for  the  trust  fund  programs,  primarily  Social  Security  and 
Medicare.  This  also  does  not  include  authority  for  the  roughly  $2.2 
million  that  we  are  reimbursed  by  other  departments  for  work  that 
we  perform  on  their  behalf  and  for  which  they  pay. 

We  are  requesting  a  total  of  1,510  FTE's.  That  includes  95  FTE's 
for  the  Chief  Financial  Officers  Act  of  1990  to  which  you  have  pre- 
viously alluded.  This  is  a  rather  ambitious  piece  of  legislation. 
From  a  financial  management  viewpoint,  I  think  it  is  probably  the 
most  significant  piece  of  legislation  that  Congress  has  passed  in  my 
conscious  memory. 

Among  other  things,  it  understates  the  importance  of  having  bet- 
ter financial  management  in  the  executive  branch  of  Grovernment. 
In  furtherance  of  that  goal,  thev  have  created  a  controllership  func- 
tion, a  chief  financial  officer  who  will  be  responsible  for  improving 
management  in  the  executive  branch. 

Also  as  part  of  that  legislation.  Congress  said  that  for  all  trust 
funds,  commercial-type  activities,  and  revolving  funds,  they  want 
to  have  financial  statements  prepared.  These  fimds  will  then  be  au- 
dited by  the  inspectors  general  to  give  a  clear  picture  as  to  how  the 
agencies  are  performing.  So  95  PTE's  are  line  itemed  and  dedicated 
for  that  purpose  in  our  Department,  and  the  total  cost  comes  to 
$9.5  million.  That  amount  includes  both  the  support  of  the  FTE's 
and  contracting  for  specialized  services  to  evaluate  computerized 
systems  or  to  add  actuarial  services  to  the  Inspector  General's  Of- 
fice. 

The  CFO  Act  activities  are  probably  the  most  significant  change 
that  we  have  seen  in  the  submission  of  our  budget  in  the  10  years 
that  I  have  been  appearing  before  this  committee.  What  it,  in  fact, 
means  is  that  we  will  have  60  major  line  items  and  program  oper- 
ations that  will  fall  within  the  category  of  agencies  that  should 
have  financial  statements  prepared  and  audited.  When  that  is 
done,  it  will  account  for  80  percent  of  the  outlays  of  the  Depart- 
ment's program. 

Congress  specifically  referred  to  the  Social  Security  trust  funds 
as  an  area  of  high  priority  that  would  be  audited  both  in  the  cur- 
rent year  and  from  now  on.  We  have  already  been  doing  that.  That 
is  already  in  our  budget.  We  are  not  aslang  for  any  additional 
funding  to  audit  those  financial  statements.  That  is  our  con- 
tribution. Although  we  were  never  funded  to  do  it  before  now,  we 
feel  that  it  is  something  we  have  already  done  and,  therefore,  we 
should  not  ask  for  anjrthing  additional  for  it. 

The  add-ons  will  include  a  host  of  programs,  particularly  in  the 
Public  Health  Service  and  the  Medicare  programs.  One  of  the  pri- 
mary users  of  this  information,  I  think,  will  be  this  committee  and 
your  sister  committees  in  the  House,  since  it  will  provide  you  with 
financial  information  on  the  operations  of  the  agencies  in  a  way 
that  you  have  never  had  available  before.  So  I  think  that  offers  a 
lot  of  promise  for  you  as  well. 


182 

PREPARED  STATEMENT 

We  also  have  built  into  our  request  moneys  to  ensure  funding  for 
the  Federal  Employees  Pay  Comparability  Act.  This  act  has  af- 
fected us  greatly,  and  we  want  to  ensure  tnat  funding  is  available. 
It  is  also  in  my  formal  statement. 

With  vour  permission,  I  would  like  to  stop  my  oral  testimony 
now  and  reserve  whatever  time  remains  to  answer  questions  that 
you  might  have  about  our  operations  or  about  the  Department. 

[The  statement  follows:] 

Statement  of  Richard  P.  Kusserow 

Good  morning  Mr.  Chairman,  I  am  Richard  P.  Kusserow,  Inspector  General  of  the 
Department  of  Health  and  Human  Services.  I  am  pleased  to  appear  before  you 
today  to  present  the  fiscal  year  1992  appropriations  request  for  the  Office  of  Inspec- 
tor General  (OIG).  The  fiscal  year  1992  Budget  request  we  present  for  your  consider- 
ation will  enable  us  to  continue  our  statutory  mission  to  eliminate  waste,  fraud  and 
abuse  in  the  Department's  programs  and  to  protect  those  beneficiaries  whose  health 
and  welfare  depend  on  them.  Also,  it  will  enable  us  to  undertc^e  a  major  new  effort 
to  improve  financial  management  across  the  Department  by  implementing  provi- 
sions of  the  Chief  Financial  Officers  Act  of  1990. 

ACCOMPUSHMENTS  I 

Let  me  take  this  opportunity  to  thank  you  for  your  continued  trust  in  our  oflice 
and  for  your  assistance  with  our  past  fiscal  years'  appropriations.  Before  discussing 
our  objectives  for  the  coming  year,  I  would  like  to  brielly  recount  our  most  recent 
accomplishments. 

Fiscal  year  1990  marked  our  tenth  consecutive  increase  in  savings  and  prosecu- 
torial accomplishments.  During  fiscal  year  1990  alone,  $5.8  billion  m  program  sav- 
ings, settlements,  fines,  restitutions,  and  receivables  resulted  from  implementation 
of  OIG  recommendations,  contributing  toward  a  five  year  total  of  nearly  $28  billion. 

We  continue  to  implement  the  many  enforcement  responsibilities  tnat  the  Con- 
gress and  the  Secretaiy  have  entrusted  to  our  oflice.  In  fiscal  year  1990,  we  imposed 
approximately  900  acuninistrative  sanctions  on  individuals  and  entities  who  de- 
frauded or  abused  departmental  programs  or  their  beneficiaries.  This  is  nearly  dou- 
ble the  number  of  sanctions  made  iust  two  years  ago.  In  addition,  our  investigations 
resulted  in  1,310  successful  judicial  prosecutions.  | 

We  are  continuing  to  enhance  the  OIG  Cost  Savers  and  Management  Improve- 
ment Recommendations  handbooks  to  make  them  more  useful  to  the  Administration 
and  Congress.  These  books,  commonly  referred  to  as  the  Red  and  Orange  books,  de- 
scribe where  funds  could  be  better  utilized  and  make  recommendations  as  to  which 
departmental  programs  require  management  improvements. 

The  recent  enactment  or  the  Omnibus  Budget  Reconciliation  Act  of  1990  (OBRA 
1990)  implemented  numerous  recommendations  made  by  the  OIG.  Our  preliminary 
analysis  indicates  that  this  law  contained  more  than  $31  billion  in  Medicare  savings 
alone  which  pertained  to  OIG  recommendations.  This  represents  72  percent  of  all 
Medicare  savings  enacted.  Significant  changes  in  legislation  include  savings  for  du- 
rable medical  equipment,  outpatient  procedures,  the  Part  B  deductible,  prescription 
drugs  and  clinical  diagnostic  laboratory  tests. 

In  addition,  OBRA  1990  included  significant  savings  for  the  Social  Security  Ad- 
ministration's (SSA)  trust  funds  based  on  the  OIG's  recommendations.  Savings  over 
a  five  year  period  are  estimated  to  total  nearly  $10.3  billion  for  OIG  rec- 
ommendations made  in  the  following  areas:  Mandatory  coverage  for  part-time  State 
and  local  employees  not  participating  in  a  public  retirement  system,  acceleration  of 
the  payment  of  FICA  taxes,  and  recovery  of  Retirement,  Survivors  and  Disability 
Insurance  (RSDI)  overpayments  by  reducing  Federal  tax  refiinds. 

We  estimate  that  tne  President's  fiscal  year  1992  budget  request,  if  enacted, 
would  effect  nearly  $5.3  billion  in  savings  which  are  attributable  to  OIG  rec-t 
ommendations. 

BUDGET  REQUEST 

The  resource  request  currently  under  your  consideration  reflects  a  substantial  W 
new  area  for  us.  Our  fiscal  year  1992  budget  request  includes  1,510  PTE's  and 
$111,189,000  in  obligational  authority,  of  which  $63,842,000  would  be  from  appro- 
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priations  and  $47,347,000  would  be  transferred  from  the  Medicare  and  Social  Secu- 
rity trust  funds  for  work  in  support  of  these  programs.  This  request  is  an  increase 
over  last  year  as  a  result  of  two  important  pieces  of  legislation  which  were  enacted 
by  the  101st  Congress:  the  Chief  Financial  Officers  Act  (CFO)  of  1990  and  the  Fed- 
ersd  Employees  Pay  Comparability  Act.  I  would  like  to  briefly  describe  the  impact 
of  these  legislative  actions  on  the  OIG. 

CHIEF  FINANCIAL  OFFICERS  ACT 

The  Chief  Financial  Officers  Act  of  1990,  for  which  we  are  requesting  95  FTE's 
and  $9.5  million,  has  important  implications  for  Federal  financial  management.  It 
requires  agencies  to  prepare  and  the  OIG  to  audit  financial  statements  for  revolving 
funds,  trust  funds  and  for  agency  offices,  bureaus  and  activities  which  perform  sub- 
stantive commercial  functions.  While  we  will  begin  these  audits  for  7  programs  in 
the  Social  Security  Administration  in  fiscal  year  1991,  we  will  be  adding  52  pro- 
grams in  fiscal  vear  1992,  bringing  80  percent  of  the  Department's  outlays  under 
audited  financial  statements. 

The  goal  of  these  audits  is  to  express  an  independent  opinion  on  the  accuracy  of 
the  financial  statements.  In  addition,  these  audits  will  instill  public  and  govern- 
mental confidence  that  no  further  "HUD  type"  scandals  will  occur  and  will  provide 
an  assessment  of  the  results  of  operations  of^the  audited  Federal  programs. 

We  have  made  substantial  progress  in  planning  and  executing  the  responsibilities 
required  by  the  Act.  In  support  of  this  activity,  we  have  established  a  new  audit 
unit,  the  Accounting  and  Financial  Management  Division,  committed  solely  to 
effecting  financial  policy  and  to  providing  tecknical  assistance.  In  addition,  many  of 
the  Department's  and  the  OIG's  activities  related  to  the  Federal  Managers'  Finan- 
cial Integrity  Act  (FMFIA)  will  be  useful  in  preparing  and  auditing  financial  state- 
ments. Tnis  information  on  the  most  serious  of  tne  Departn^nt's  control  weaknesses 
has  a  major  impact  on  the  financial  statements  whim  the  Department  is  required 
to  produce.  Many  problems  identified  through  FMFIA  reviews  must  be  resolved 
prior  to  developing  acceptable  financial  statements. 

Further,  we  will  use  relevant  information  from  performance  audits,  inspections 
and  investigations  in  the  audit  of  program  financial  statements.  For  example,  in  fis- 
cal year  1990  the  OIG  performed  a  review  of  the  Department's  payroll  system  rel- 
ative to  time  and  attendance.  This  review  identified  significant  weaknesses  in  the 
Department's  controls  regarding  time  and  attendance  of  employees.  We  are  able  to 
use  the  results  of  this  review  to  plan  audits  of  the  Department's  payroll  ^stem  in 
order  to  render  an  opinion  on  tne  accuracy  of  financial  statements  in  this  area. 
There  are  many  similar  examples  of  audits  conducted  in  the  past. 

FEDERAL  EMPLOYEES  PAY  COMPARABILITY  ACT 

The  other  piece  of  legislation  enacted  last  year  which  has  affected  OIG's  resource 
request  is  the  Federal  Employees  Pay  Comparability  Act  (FEPCA)  of  1990.  We  esti- 
mate that  this  new  law  wt1\  increase  OIG's  payroll  costs  by  nearly  $1.3  million  in 
fiscal  year  1992.  In  addition  to  the  geographic  differentials  currently  being  paid  for 
our  employees  located  in  New  York  City,  Los  Angeles  and  San  Francisco,  this  law 
also  stipulates  special  pay  for  law  enforcement  officers. 

These  new  pay  reforms  are  designed  to  reduce  turnover  and  provide  incentives  to 
law  enforcement  officers.  At  this  time  OIG  has  decided  to  implement  only  the  man- 
datory provisions  of  the  Act.  The  other  discretionaiy  provisions  will  be  implemented 
as  funding  becomes  available. 

In  addition  to  the  new  financial  management  activities,  we  will  continue  our  ef- 
forts to  target  vulnerabilities  in  HHS  programs  and  activities  that  protect  the  safe- 
ty, health  and  welfare  of  the  American  people  and  to  prevent  and  detect  fraud, 
waste  and  abuse  and  to  promote  economy  and  efficiency  m  the  Department  and  its 

Srograms.  This  includes  our  endeavors  in  the  following  areas:  reviewing  whether 
ledicare  is  being  billed  as  the  secondary  payer;  monitoring  the  implementation  of 
physician  payment  reforms;  reviewing  programs  within  the  Public  Health  Service, 
such  as  the  Indian  Health  Service,  acquired  immune  deficiency  syndrome  (AIDS)  ac- 
tivities, and  the  Food  and  Drug  Administration  (FDA);  and  evaluating  the  impact 
of  the  expansion  of  the  Head  Start  program. 

CONCLUSION 

In  summary,  our  goals  are  ambitious.  But  we  believe  you  have  found  that  funding 
for  the  OIG  is  a  sound  investment.  In  fiscal  year  1990,  each  dollar  you  invested  in 
our  Office  resulted  in  savings  of  more  than  $62.  We  are  pleased  with  the  accom- 
plishments we  have  had  in  ensuring  that  beneficiaries  receive  quality  care,  that  tiie 
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integrity  of  the  trust  funds  is  maintained  and  that  those  individuals  who  defraud 
the  Department's  programs  are  held  responsible  for  their  actions.  The  resources  that 
we  have  requested  for  fiscal  year  1992  will  enable  us  to  further  our  accomplish- 
ments, protect  departmental  programs  and  safeguard  the  health  and  welfare  of  pro- 

gram  beneficiaries.  Our  new  responsibility  for  auditing  financial  statements  will 
elp  improve  financial  management  of  the  Department's  programs. 


Biographical  Sketch  of  Richard  P.  Kusserow 

Richard  P.  Kusserow  has  served  as  Inspector  General  of  the  U.S.  Department  of 
Health  and  Human  Services  since  June  1981.  He  has  the  statutory  responsibility 
to  ferret  out  fraud,  waste,  abuse  and  inefficiency  in  the  world's  largest  agency.  TTie 
department  has  some  250  health  and  human  services  programs  with  a  budget  of 
nearly  $500  billion  which  represents  more  than  one-third  of  Federal  outlays. 

Kusserow  directs  a  staff  of  1,400  auditors,  inspectors,  program  analysts  and  inves- 
tigators. His  office  recorded  more  than  $5.5  billion  in  fines,  savings,  restitutions,  re- 
coveries and  settlements  in  the  last  year.  This  represents  a  3,500  percent  increase 
during  his  tenure.  Since  1981,  convictions  resulting  from  his  investigative  staff  rose 
from  165  to  nearly  1,300,  an  800  percent  increase.  Additionally,  he  has  increased 
successful  administrative  sanctions  in  excess  of  1,000  percent. 

Kusserow  served  from  1986  to  1989  as  the  Vice  Chairman  of  the  President's 
Council  on  Integrity  and  Efficiency  (PCIE).  The  PCIE  was  established  to  provide  co- 
hesive leadership  to  govemmentwide  activities  to  reduce  fraud,  waste  and  abuse  in 
Federal  programs  ana  operations. 

Kusserow  is  president  of  the  National  Association  of  Government  Accountants 
(AGA)  and  past-president  of  the  Baltimore  Chapter  of  AGA.  Since  1985,  he  has 
served  on  tne  AGA  Task  Force  on  Federal  Financial  Management,  in  1989,  he 
served  on  the  National  Advisory  Commission  on  Enforcement  and  he  was  a  member 
of  the  Attorney  General's  Economic  Crime  Council  from  1985-89.  He  also  served  3 
years  on  the  Executive  Conmiittee  of  the  National  Intergovernmental  Audit  Forum. 
In  1984  and  1985,  he  was  national  president  of  the  Association  of  Federal  Investiga- 
tors and  is  an  active  member  of  the  Society  of  Former  FBI  Agents. 

In  1984,  Kusserow  received  the  Secretary's  Bronze  Medal  from  the  Department 
of  Health  and  Human  Services.  It  represents  one  of  the  highest  honors  accorded  to 
an  HHS  employee.  In  1987,  he  received  the  National  Distinguished  Leadership 
Award  for  sustained  outstanding  leadership  and  notable  contributions  in  the  field 
of  financial  management  from  the  National  AGA. 

Kusserow  served  in  the  United  States  Marine  Corps  and  was  honorably  dis- 
charged as  a  captain.  He  was  an  intelligence  officer  with  the  Central  Intelligence 
Agency  (CIA)  before  joining  the  Federal  Bureau  of  Investigation  (FBD  in  1969  as 
an  FBI  special  agent.  He  was  the  coordinating  supervisor  of  the  Chicago  FBI  Orga- 
nized Crime  program  preceding  his  appointment  as  Inspector  General. 

He  earned  nis  oachelor's  degree  from  UCLA  and  a  master's  degree  from  California 
State  University  at  Los  Angeles  where  he  was  also  employed  as  a  lecturer  in  gov- 
ernment. He  has  done  postgraduate  work  at  Southern  Methodist  University  and 
John  Marshall  University  School  of  Law.  He  has  lectured  widely  and  written  nu- 
merous articles  on  innovative  management  and  investigative  techniques  to  detect 
and  prevent  fraud  and  corruption  in  government  programs.  He  is  co-author  of  the 
book  entitled  "Management  FWnciples  Tor  Asset  FVotection." 

INDIRECT  COSTS 

Senator  Harkin.  Thank  you  very  much,  Mr.  Kusserow,  for  your 
statement. 

I  have  some  questions  on  the  chief  financial  officers  matter,  but 
I  will  come  back  to  that  later. 

I  really  want  to  get  into  the  indirect  costs,  because  this  is  some- 
thing that,  the  more  I  look  at  it  from  my  limited  viewpoint,  I  be- 
lieve that  there  is  just  something  amiss  nere.  I  do  not  know  what 
it  is,  but  there  is  something  wrong  someplace. 

Mr.  Kusserow.  I  do  not  know  if  it  will  provide  you  any  comfort, 
Mr.  Chairman,  but  I  have  personally  been  looking  at  this  area  for 
10  years,  and  I  am  at  the  same  place  as  you.  So  I  feel  a  great  deal 
of  discomfort  as  well. 
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Senator  Harkin.  I  would  like  to  tackle  this.  Of  course,  we  heard 
about  the  costs  of  the  yacht  and  the  flowers  and  things  at  Stanford 
University  that  were  included.  We  have  an  indirect  cost  range  from 
6.3  percent  for  the  foundation  at  New  Jersey  Institute  of  Tech- 
nology to  155  percent  for  the  Michigan  Cancer  Foundation, 

For  colleges  and  universities,  the  rate  ranges  from  26.3  percent 
for  New  Mexico  State  University  to  108  percent  for  Gettysburg  Col- 
lege. 

We  also  computed  the  space  difference  between  a  research 
project  at  the  University  of  Washington,  I  believe  it  was,  and 
Southern  California.  HI  have  my  staff  correct  me  as  I  go  along,  but 
at  one  university  they  had  allocated  1.1  million  square  feet,  and 
the  other  one  was  about  500,000  square  feet  for  similar  research 
projects,  with  obvious  indirect  costs  being  a  lot  more  at  one  than 
the  other.  My  staff  savs  both  received  about  the  same  amount  of 
money  from  NIH  for  the  research  work,  but  the  indirect  costs  are 
obviously  a  lot  more  in  one  case  than  in  the  other. 

Tell  me  about  these  charts  you  have  here,  Mr.  Kusserow.  What 
should  we  be  looking  at  here? 

Mr.  Kusserow.  Let  me  see  if  I  can  put  the  whole  discussion  in 
context.  First  of  all,  there  are  roughly  2,800  colleges  and  univer- 
sities in  the  country  that  have  Federal  money  flowing  through 
them,  and  all  but  39  of  those  schools  are  under  the  cognizance  of 
HHS,  meaning  tmder  the  cognizance  of  my  office. 

Cognizance  means  that,  years  ago,  if  the  Department  of  Edu- 
cation had  some  money  on  a  campus,  they  would  go  and  audit  it. 
Then  the  Department  of  Commerce  would  go  out  to  the  same  uni- 
versity and  audit  their  own  money.  Then  we  would  go  out  and 
audit  ours,  and  everybody  in  turn  would  go  out. 

What  0MB  has  decided  is  that  that  is  a  very  inefficient  way  in 
which  to  do  audits.  Plus,  there  is  always  the  problem  of  whether 
people  are  moving  money  around,  depending  upon  who  is  arriving 
to  do  the  next  audit.  So  they  said  whoever  has  the  most  money 
going  to  the  school  should  have  the  responsibility  of  being  the  Fea- 
eral  auditor.  They  formalized  that  decision  under  0MB  circular  A- 
88.  The  way  that  ended  up,  though,  is  that  virtually  the  entire  uni- 
verse went  to  our  Department  because  we  have  so  much  in  the  way 
of  research  money  out  there.  So  we  had  most  cognizance  assigned 
to  us. 

For  the  purpose  of  this  discussion,  I  would  mention  that  out  of 
those  2,800  schools,  the  39  that  belong  to  the  military  industrial 
complex  includes  Stanford  University.  So  that  was  not  our  school, 
it  was  the  Defense  Department's. 

Senator  Harkin.  The  Stanford  deal  was  a  Defense 
Department  

Mr.  Kusserow.  A  Defense  Department  school,  yes.  I  would  be 
shocked  if  those  kinds  of  horror  stories  appeared  in  our  area  of  cog- 
nizance. The  point  of  this  is  that  it  was  not  our  school. 

I  think  the  more  important  thing  in  trying  to  get  a  handle  on  the 
problem  is  to  realize  that  if  you  were  to  go  from  that  2,800  down 
to  the  number  of  schools  that  really  engage  in  research  grant  work, 
then  you  get  down  from  2,800  to  600.  If  you  were  to  a^  who  gets 
the  most  money,  95  percent  of  the  money  is  flowing  to  276  schools. 
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So  suddenly  we  go  from  a  universe  of  2,800  down  to  276  where  vir- 
tually all  the  money  is  going. 

The  chart  in  front  of  you  on  the  top  left  basically  tries  to  outline 
how  much  money  is  out  there.  You  can  see  that  from  our  end  of 
the  pot,  meaning  from  NIH  research,  we  have  about  $3.9  billion 
out  there.  But  it  should  be  emphasized  that  if  you  were  to  add  the 
research  that  comes  from  all  the  other  departments  like  Defense  or 
the  National  Science  Foundation  and  a  host  of  others,  the  overall 
number  of  research  dollars  going  to  these  universities  is  much 
higher  than  that. 

DIRECT  VERSUS  INDIRECT  COSTS 

The  chart  on  the  right  tries  to  differentiate  between  direct  and 
indirect  costs.  The  confusing  thing  is  that  you  will  have  somebody 
who  says  they  can  do  a  certain  type  of  research  in  a  certain  area, 
whether  it  be  cancer  research  or  dealing  with  the  HIV  virus  or 
whatever  the  case  may  be.  So  there  is  cost  associated  with  engag- 
ing in  that  research  that  is  direct;  that  is,  you  pay  the  researchers 
and  you  pay  to  sustain  their  operation. 

Indirect  cost  is  due  to  the  fact  that  the  principal  investigator, 
who  gets  the  grant,  has  to  house  the  overall  operation.  In  the  hous- 
ing of  it  they  will  go  to  a  imiversity,  where  they  have  what  is  called 
the  indirect  cost  component.  This  includes  items  that  are  not  spe- 
cifically identifiable  to  the  research  grant,  but  are  things  that  helps 
house  it.  So  it  would  include  the  general  administration  of  the  uni- 
versity where  this  research  is  taking  place,  their  portion  of  the 
overall  departmental  administration  costs,  campus  guards,  the 
mowing  of  the  lawns,  et  cetera. 

One  of  the  most  perplexing  things  that  I  have  encountered  over 
10  years  of  looking  at  this  area  is  that  I  cannot  identify  factors  that 
would  explain  the  differential  between  universities.  The  chart  on 
the  bottom  is  a  fairly  randomly  selected  number  of  imiversities  and 
what  their  indirect  costs  are.  You  will  see  that  there  are  both  pub- 
lic and  private  schools,  and  they  vary  enormously. 

Now  I  have  tried  over  the  years  to  identify  common  factors.  Is 
it  the  size  of  the  imiversity  that  affects  the  indirect  cost  rate?  Is 
it  the  amount  of  grants  they  are  servicing?  Is  it  the  amount  of 
money  that  is  going  to  the  universities?  Pardon  my  French,  Mr. 
Chairman,  but  I  will  be  damned  if  I  can  figure  out  any  correlation 
to  any  of  these  things. 

We  have  developed  a  system  by  which  we  pay  for  the  housing  of 
this  research,  which  almost  involves  a  gentleman's  agreement. 
That  is,  we  have  to  depend  a  great  deal  upon  what  the  imiversity  , 
says  indirect  costs  cover  and  what  they  should  be.  Now  we  do  not  | 
trust  them  entirely,  but  we  trust  them  to  a  certain  measure.  My 
wife  always  says  that  when  you  have  a  gentlemain's  agreement, 
really  what  it  requires  is  that  both  parties  he  gentlemen.  So  if  you  | 
have  a  situation  where  one  is  not,  you  have  a  problem. 

We  have  a  Division  of  Cost  Allocation  in  our  Department  that 
tries  to  look  at  indirect  cost  aberrations  and  deal  with  them.  I  will 
tell  you,  Mr.  Chairman,  that  they  do  a  far  better  job  with  their 
huge  host  of  responsibilities  than  the  Defense  Department  does. 
There  is  an  8-point  percentage  difference  between  what  we  pay  in 
indirect  costs  where  we  are  tne  cognizant  agency  versus  what  the 
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Defense  Department  pays,  and  we  are  on  the  better  side  of  it.  So 
our  Department  is  able  to  negotiate  better  rates. 

The  difficulty  I  have  always  had  is  that  it  seems  to  be  an  odd 
way  to  do  business,  and  there  must  be  a  better  way  in  which  we 
can  do  business.  For  that  reason,  there  are  some  alternatives  or  ap- 
proaches that  could  be  considered,  and  I  would  be  pleased  to  dis- 
cuss them  if  you  like. 


Senator  Harkin.  You  just  left  me  hanging  there.  You  said  there 
must  be  better  ways  of  doing  business.  What  are  the  possible  ways? 

Mr.  KussEROW.  There  are  some  options,  I  think,  that  are  avail- 
able. The  problem  is  that,  over  the  years  as  I  have  tried  to  work 
with  these  options,  they  have  been  kind  of  elusive  when  trying  to 
affect  them.  As  we  have  looked  back  over  the  years,  20,  30,  or  40 
years,  maybe  the  number  of  research  dollars  has  gone  up.  But  if 
you  look  at  the  percentages  of  the  total  pot,  you  see  that  the  same 
schools  are  still  getting  about  the  same  percentage.  So  why  do  we 


grant;  you  get  this  much  in  research  dollars  and  you  work  out  what 
you  want  for  direct  or  indirect  costs."  That  would  be  one  possibility. 

Another  idea  is  this.  There  is  a  built-in  tension  in  the  research 
community,  Mr.  Chairman,  between  the  business  officers  at  the 
universities  who  are  most  interested  in  getting  as  much  money  as 
they  can  for  indirect  costs,  and  the  principal  investigators  who  are 
engaged  in  the  research.  But  somehow  we  end  up  being  the  ones 
trying  to  decide  how  much  money  should  go  this  way  versus  how 
much  should  go  that  way. 

So  one  possibility  might  be  to  award  money  to  the  principal  in- 
vestigator. That  is,  in  met,  the  way  it  happens  most  of  the  time — 
you  do  not  give  money  to  the  imiversity,  you  give  it  to  some  re- 
searcher who  has  some  standing,  who  has  a  methodology  and  ap- 
proach to  a  particular  problem  that  we  think  is  wortnwhile  re- 
searching. But  perhaps  we  could  give  the  entire  pot,  100  percent, 
to  the  principal  investigator  and  say,  "OK,  here  is  your  money,  go 
find  a  place  to  do  the  research."  Then  they  could  go  to  the  univer- 
sity and  fight  it  out  with  the  business  officers  as  to  how  much 
should  be  direct  or  indirect. 

I  kind  of  like  that  approach  because  it  lets  the  people  really  fight 
for  it.  Say,  "Here  is  the  money,  fight  for  it.**  Perhaps  that  might 
be  a  way  to  go.  Of  course,  in  each  one  of  these  areas,  every  time 
you  come  up  with  a  good  idea  there  are  also  problems  on  the  other 
side. 

Another  approach,  whether  in  totality  or  in  part,  is  go  back  to 
the  way  it  used  to  be.  Up  until  the  mid-1980's  there  was  a  provi- 
sion in  which  we  looked  to  the  universities  to  cost  share  the  re- 
search. In  other  words,  we  will  put  up  some  money  for  this  re- 
search if  they  want  to  put  up  some  money  for  it,  and  perhaps  we 
can  get  them  to  contribute. 

Somewhere  along  the  line,  though,  that  method  was  done  away 
with.  Maybe  we  might  want  to  look  back  and  see  whether  we  want 
to  reinstitute  that,  or  even  mandate  it. 

Senator  Harkin.  Excuse  me  for  interrupting.  You  said  that  was 
recently? 
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Mr.  KussEROW.  In  1984,  1985,  sometime  aroimd  then. 
Senator  Harkin.  So  we  had  this  cost  share,  and  then  it  was 
dropped? 

Mr.  KussEROW.  There  were  problems  with  it.  But  I  think  it  is 
something  where  the  issue  could  be  revisited,  and  maybe  we  can 
see  whether  something  like  it  might  be  reinstituted.  Maybe  we 
could  file  off  some  of  the  rough  edges  of  the  original  idea. 

INDIRECT  COST  CAPS 

Senator  Harkin.  I  just  asked  my  staff  to  go  back  and  get  me  in- 
formation on  it.  If  you  have  any-  

Mr.  KUSSEROW.  I  would  be  pleased  to  work  with  your  staff  on 
that,  Mr.  Chairman. 

Another  thing  might  be  if  you  were  to  look  at  the  whole  area  of 
developing  a  cap  for  these  indirect  cost  rates.  That  might  be  an- 
other option. 

Senator  Harkin.  Has  there  ever  been  a  cap  in  the  past? 

Mr.  KUSSEROW.  Yes;  there  has  been,  but  the  cap  was  very  high. 
It  is  a  controversial  issue.  It  would  have  to  be  done  with  some  real 
foresight  if  you  wanted  to  avoid  problems.  It  would  depend  on  what 
the  purpose  of  the  cap  would  be. 

If  you  want  to  put  a  cap  on  to  generate  money — ^in  other  words, 
to  save  money  for  the  taxpayers  and  bank  it  away — ^that  is  prob- 
ably a  lot  more  politically  difficult  to  do  than  the  alternative  would 
be.  That  is,  to  take  that  money  from  the  indirect  costs  that  would 
be  saved  and  recycle  it  as  additional  research  ^ants. 

For  example,  the  average  indirect  cost  rate,  if  you  average  all  the 
public  and  private  schools  together,  comes  out  to  almost  exactly  50 
percent.  If  you  were  to  limit  indirect  cost  rates  to  50  percent,  you 
would  generate  $125  million  in  indirect  cost  savings.  That  is  about 
equivalent  to  a  little  more  than  1,000  new  research  grants. 

Senator  Harkin.  $125  million  if  you  cap  it  at  50  percent? 

Mr.  KUSSEROW.  That  is  the  median  right  now  of  all  of  these 
schools,  both  public  and  private.  If  you  were  to  cap  at  60  percent, 
which  is  the  average  of  the  private  institutions  and  higher  than  the 
public  schools,  you  would  generate  about  $47  million.  That  would 
allow  you  to  have  an  additional  400  research  grants  to  be  let  out. 

Senator  Harkin.  You  said  that  $125  million  translated  into  how 
many? 

Mr.  KUSSEROW.  The  average  grant  comes  out  to  about  $113,000. 
That  is  just  an  average.  With  $125  million  you  could  probably  gen- 
erate about  1,000  new  grants  if  you  wanted  to  use  the  savings  for 
that  purpose. 

Senator  Harkin.  You  got  my  attention. 

Mr.  KusSEROW.  As  I  mentioned,  if  you  wanted  to  go  to  a  higher 
level,  the  private  schools  have  a  higher  average  indirect  cost  rate 
than  public  schools.  They  are  at  about  the  60th  percentile.  If  you 
were  to  cap  the  rate  at  60  percent  of  direct  costs,  that  would  gen- 
erate about  $47  million  in  savings,  or  enough  money  for  about  400 
new  grants. 

If  you  wanted  to  use  the  average  for  the  public  schools,  it  would 
be  about  45  percent  of  direct  costs.  That  would  be  about  $183  or 
$184  million,  which  might  be  enough  to  generate  another  1,500  re- 
search grants. 
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Of  course,  if  you  want  to  get  really  Draconian,  Mr.  Chairman, 
you  could  go  the  way  the  Department  of  Agriculture  has.  Mr.  Whit- 
ten  on  the  House  side  got  a  provision  passed  which  said  that  at  ag- 
ricultural schools,  the  indirect  cost  rate  would  be  14  percent. 

If  you  put  our  cap  at  14  percent,  you  would  not  be  able  to  ever 
again  set  foot  on  any  major  university  in  the  United  States,  but 
you  would  probably  oe  able  to  generate  an  extra  5,000  new  grants 
per  year  to  the  schools.  I  would  think  that  the  researchers  might 
love  you,  but  I  am  afraid  that  I  would  never  try  to  speak  before 
a  university  again. 

The  only  thmg  I  am  suggesting  is  that  there  is  wide  latitude  in 
this  area.  The  difficulty  you  have  is  that,  since  we  have  never  been 
able  to  figure  out  what  the  variables  are  that  account  for  all  the 
differences,  we  are  not  sure  we  would  know  what  to  do.  If  you  come 
down  too  little,  what  you  might  do  is  invite  everybody  to  go  up  to 
the  cap  and,  therefore,  lose.  So  unless  you  come  down  significantly, 
you  probably  would  not  be  able  to  generate  the  full  savings.  So 
there  are  a  lot  of  unknown  factors  in  this  whole  thing;  but  again, 
they  could  be  worked  out. 

Now  I  have  given  you  four  possible  approaches.  There  is  a  fifth 
one.  If  the  answer  is  that  you  want  the  Division  of  Cost  Allocation 
to  really  hammer  down  harder  on  these  universities,  it  is  going  to 
have  to  be  supported  by  more  audits.  Right  now  we  are  funding 
only  35  audit  years  to  support  this  activity.  ^ 

Now  if  you  have  35  audit  years  and  are  looking  at  276  major 
schools,  you  can  see  that  going  in  and  looking  at  ail  those  schools 
and  engaging  in  audits  is  a  physical  impossibility.  Some  of  these 
schools  are  gigantic.  I  could  take  my  whole  Boston  staff  and  drop 
them  into  Harvard  University  and  never  see  them  again.  These  are 
very  costly  audits,  but  there  is  another  option.  We  could  increase 
the  policing  of  these  universities  by  having  more  auditors  working 
with  our  Division  of  Cost  Allocation  and  hammering  down  on  a 
case-by-case  basis. 

INDIRECT  COST  CASE  STUDIES 

Senator  Harkin.  I  understand.  Let  me  ask  you  this.  How  about 
zeroing  in?  Let  us  take  some  parameters.  How  about  looking  at  one 
or  two  that  are  on  the  high  end  of  the  spectrum,  one  that  may  be 
right  in  the  middle,  and  one  or  two  at  the  bottom  end,  and  go  in 
there  

Mr.  KussEROW.  We  are  doing  more  than  that,  Mr.  Chairman.  We 
are  going  to  a  number  of  schools,  and  there  is  very  close  coopera- 
tion between  the  Assistant  Secretary  for  Management  and  Budget's 
Division  of  Cost  Allocation  and  the  Office  of  Inspector  General's 
Audit  Services.  We  look  for  aberrations,  try  to  target  those  schools, 
and  try  to  understand  what  is  going  on  with  indirect  costs. 

Again,  one  of  the  difficulties  we  have  is  that  every  school  has  a 
different  system  and  different  problems,  and  it  is  difficult  to  come 
to  grips  with  all  of  them. 

I  think  that  in  all  fairness  I  should  tell  you  that  we  have  a  major 
undertaking  going  on  where  we  are  trying  to  get  a  better  handle 
on  this.  Our  Dallas  office  has  been  commissioned  to  develop  a  com- 
puterized system  which  can  ingest  the  more  than  2,000  audit  re- 
ports we  have  done,  as  well  as  those  done  by  the  public  accounting 
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firms  that  universities  are  using.  This  system  will  take  all  of  their 
financial  statements,  all  the  audits  of  the  financial  statements,  all  | 
of  our  audits,  all  the  work  done  by  GAO,  and  all  the  work  done  by 
the  Division  of  Cost  Allocation,  put  them  in  the  computer  and  do 
computer  analyses  and  try,  as  you  suggest,  to  identify  factors  and  | 
aberrations  that  would  allow  us  to  better  target  schools. 

Even  with  a  system  such  as  this,  I  will  tell  you  that  it  is  a  very 
heavy  investment  to  go  beyond  a  imiversity's  books  and  records  to 
try  to  determine  whether  they  have  fairly  allocated  costs  or  not.  It 
really  requires  a  major  imdertaking.  It  is  not  one  of  those  things 
where  you  can  just  walk  in  the  front  door  and  say,  'We  want  you  i 
to  explain  why  you  have  charged  so  much  for  groundskeeping 
against  the  research  grants  at  this  school."  It  goes  mr  beyond  that. 

In  fact,  as  you  know,  in  the  Stanford  case  it  was  a  major  battle. 
It  seems  that  schools  have  plenty  of  money  when  it  comes  to  hiring 
their  own  auditors  to  make  their  case.  Believe  me,  if  you  want  to 
see  a  lot  of  pin  stripes,  go  into  a  school  and  challenge  them  on 
something.  You  will  find  more  attorneys  coming  out  of  the  wood- 
work than  you  could  possibly  imagine.  There  are  major  battles  | 
when  you  do  it  on  a  case-by-case  basis. 

A  case-by-case  basis  is  an  option.  But  I  mention  it  as  the  last  one 
because  I  am  hesitant  to  say,  "Give  me  more  research  and  I  will 
go  out  there  and  engage  in  a  holy  war  against  these  people." 

I  think  the  basic  imderlying  problem  is  that  this  is  not  a  good 
way  to  do  business.  There  is  something  screwy  when  we  give 
money  to  a  researcher  to  do  research  and  then  we,  the  Federal 
Government,  go  to  the  same  university  that  this  researcher  wants  | 
to  go  to  and  cut  a  separate  deal  with  them. 

Senator  Harkin.  That  may  be  the  best  option.  I  circled  that  here, 
in  fact.  We  ought  to  really  take  a  look  at  that. 

Mr.  KussEROW.  I  would  be  pleased,  if  you  like,  to  work  with  your 
staff  to  give  you  more  specifics  on  all  these  options.  | 

Senator  Harkin.  I  intend  to  pursue  this  diligently  this  year. 

DIVERSITY  OF  INDIRECT  COSTS 

Mr.  Williams,  did  you  have  something? 

Mr.  Williams.  I  want  to  make  one  comment.  I  agree  with  every- 
thing that  Mr.  Kusserow  said. 

Mr.  Kusserow.  I  am  sorry,  Mr.  Chairman,  I  forgot.  I  should  i 
have  introduced  my  good  shepherd.  i 

Senator  Harkin.  You  do  not  have  to.  I  know  Mr.  Williams.  j 

Mr.  Williams.  The  only  other  thing  I  would  emphasize  here  is 
that  one  really  has  to  recognize  that  in  our  public/private  system  j 
there  is  a  great  diversity  in  terms  of  the  kinds  of  facilities  that  we  | 
are  doing  business  with,  and  the  kinds  of  administrative  systems  | 
that  are  operated  within  these  universities.  There  is  a  great  variety 
of  costs  for  a  variety  for  reasons. 

Some  imiversities  are  located  in  areas  that  are  high  cost  areas, 
while  others  are  located  in  areas  where  there  are  low  wage  rates. 
If  you  are  located  in  the  South,  as  opposed  to  the  Northeast,  you 
might  have  lower  heating  costs.  Others  have  higher  heating  costs. 
So  there  are  a  lot  of  legitimate  reasons  why  direct  costs  and  indi- 
rect costs  are  different.  This  makes  true  comparison  very  difficult. 
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There  are  also  a  variety  of  ways  of  operating  within  a  university. 
To  give  you  one  simple  example,  secretarial  assistance  might  be  in- 
cluded as  a  direct  cost  because  that  individual  works  directly  in  a 
lab.  In  another  university,  a  lab  may  rely  on  a  secretarial  pool 
which  is  available  to  a  wide  range  of  people,  and  that  might  be 
classified  as  an  indirect  cost.  In  that  imiversity,  the  indirect  cost 
might  be  somewhat  higher  as  a  result. 

I  do  not  mean  to  say  that  there  are  not  a  lot  of  things  that  we 
should  look  at  and  explore.  But  one  needs  to  recognize  the  diversity 
that  is  out  there  and  the  difficulty  of  comparison. 

The  only  other  thing  I  would  mention,  and  this  is  what  I  think 
the  Secretary  emphasized  the  other  day,  is  that  in  looking  at  this 
we  ought  to  keep  in  perspective  that  we  have  a  very  important  re- 
search enterprise  out  there.  Biomedical  research  is  a  very  impor- 
tant part  of  it.  As  we  look  at  this,  we  do  not  want  to  take  backward 
steps  and  endanger  the  great  results  we  are  getting  from  these  uni- 
versities. That  is  not  to  say  we  should  not  look  at  the  cost,  but  we 
would  not  want  to  do  things  that  endanger  the  overall  results  we 
are  getting  from  this  system. 

INDIRECT  COST  GRANTS  TO  RESEARCHERS 

Senator  Harkin.  Then  how  about  the  suggestion  that  we  basi- 
cally give  the  grants  to  the  principal  researcher,  hold  that  principal 
researcher  accountable  for  how  those  moneys  are  spent,  and  let 
that  researcher  go  to  the  university  or  some  other  university  or 
whoever  that  researcher  feels  that  he  or  she  can  get  the  best  sup- 
port mechanism  for  the  money  that  they  have  to  conduct  that  re- 
search? 

Mr.  Williams.  We  would  say  it  is  an  idea  that  one  ought  to  look 
at.  Again,  though,  I  think  the  ability  of  a  researcher  to  just  pick 
up  and  move  someplace  else,  although  fine  in  theory,  in  practice  is 
not  so  easy.  If  you  have  a  large  laboratory  with  lots  of  equipment, 
and  have  invested  a  lot  of  time  and  effort  in  recruiting  staff,  mov- 
ing around  from  place  to  place  is  not  always  easy.  One  needs  to 
look  at  the  incentives  that  such  a  situation  might  create,  as  well 
as  the  possible  benefits.  I  only  say  you  should  be  cautious  about 
what  you  do. 

Mr.  KUSSEROW.  I  think  that  Mr.  Williams  eloquently  states  some 
of  the  complexities  of  this  issue.  That  is  why,  when  you  mentioned 
your  being  perplexed,  I  made  the  quip  about  your  not  being  alone. 
Now  we  are  beginning  to  see  one  of  the  reasons  why. 

There  is  something  very  intriguing  in  my  mind,  though.  Maybe 
it  is  because  I  have  been  in  Washington  too  long  and  I  have  devel- 
oped a  perversity.  There  is  something  very  intriguing  about  the  no- 
tion of  taking  some  raw  meat  and  throwing  it  on  the  floor  between 
two  tigers  and  telling  them  to  fight  over  it. 

Believe  me,  if  you  put  out  research  money  to  a  principal  inves- 
tigator and  say,  "Here  it  is,  now  you  go  negotiate  with  the  univer- 
sity how  much  of  it  should  be  in  support  of  the  direct  research  ef- 
fort and  how  much  should  be  the  indirect  support  from  the  univer- 
sity," I  am  not  so  sure  that  you  would  not  see  a  lot  of  growling. 
At  least  the  Grovernment  would  not  be  part  of  it.  It  is  very  difficult 
to  be  3,000  miles  away  from  my  alma  mater  and  to  try  to  figure 
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out  whether  or  not  the  direct  and  indirect  costs  necessary  to  sup- 
port a  direct  research  effort  of  a  grant  there  are  appropriate. 

Mr.  Williams.  It  is  not  a  foregone  conclusion  that  the  researcher 
would  win  that  battle  once  you  put  the  money  in  his  hands. 

Senator  Harkin.  I  understand  that.  Staff  is  saying  that  perhaps 
the  researcher  would  be  the  loser  in  that  battle,  but  if  future  re- 
search dollars  are  dependent  upon  the  quality  and  the  research 
that  is  being  done  by  that  principal  researcher  and  the  university 
wants  that  done  there,  they  are  going  to  want  that  researcher  to 
be  happy  and  satisfied. 

Mr.  Williams.  As  I  said  before,  I  think  it  is  worth  looking  at  the 
incentives.  But  who  wins  that  battle  and  what  the  balance  is  will 
also  vary  a  great  deal,  depending  on  the  situation  of  the  university 
and  the  situation  of  that  individual  researcher.  If  you  are  a  Nobel 
Prize  scientist,  that  is  one  thing.  If  you  are  a  new  scientist  just 
starting  out,  it  is  probably  a  lot  different  in  terms  of  your  ability 
to  leverage  this  issue. 

Senator  Harkin.  You  are  right.  That  is  true.  I  am  still  a  little 
perplexed  by  it. 

Mr.  KussEROW.  We  all  are,  Mr.  Chairman. 

Senator  Harkin.  I  want  to  pursue  it.  I  do  not  know  where  ex- 
actly this  will  lead. 

Mr.  KussEROW.  I  do  think  it  is  worthwhile  to  pursue  it.  I  do  not 
think  that  you  should  interpret  anything  that  I  or  Mr.  Williams 
have  said  as  discouraging.  I  think  that  by  really  studying  this  issue 
and  really  looking  at  it,  only  good  can  come  from  it.  I  do  not  know 
whether  we  can  say  at  the  outset  that  we  know  where  we  will  come 
out.  But  I  think  that  it  will  provide  food  for  thought,  and  maybe 
we  will  come  up  with  some  ideas  as  to  how  to  make  the  system  run 
better. 

Senator  Harkin.  We  want  to  do  that,  and  we  will  pursue  it.  We 
will  see  if  we  can  come  up  with  some  ideas  or  some  pilot  tests  that 
we  might  want  to  rim  or  something  like  that. 

-    h  infant  MO^ 

Let  me  ask  you  a  little  bit  about  infant  mortality.  We  had  the 
Secretary  up  here  the  other  day.  I  have  talked  to  him  personally 
on  the  phone,  and  then  we  had  him  here  in  the  witness  room  the 
other  day. 

The  budget  proposed  a  new  initiative  to  combat  high  infant  mor- 
tality rates  in  10  target  cities.  Again,  I  do  not  want  to  engage  you 
in  any  policy  debates.  That  is  not  your  bailiwick,  but  I  just  want 
to  ask  you  about  the  existing  infant  mortality  initiatives  that  we 
have  been  planning  for  several  years  for  the  community  health  cen- 
ters known  as  the  Comprehensive  Perinatal  Care  Program,  CPCP. 

Has  your  office  done  any  studies  of  this  initiative? 

Mr.  KUSSEROW.  We  were  also  aware  that  this  issue  came  up  at 
the  hearing  with  the  Secretary.  I  have  brought  with  me,  coinciden- 
tally,  a  copy  of  our  report  on  that  very  subject.  I  would  be  pleased 
to  leave  it  with  the  committee. 

What  you  observed,  in  fact,  is  very  much  correct.  We  foimd  some 
real  problems  in  targeted  populations  and  in  reaching  them,  and 
we  have  made  some  suggestions  as  to  how  to  overcome  them. 
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Basically,  the  key  to  this  program  has  been  that  you  work 
through  community  health  centers.  People  apply  to  them  for  grants 
to  deal  with  the  infant  mortality  problem.  The  two  flaws  that  we 
found  which  should  be  remedied  are,  first,  that  these  community 
health  centers  do  not  exist  imiformly  across  the  country  in  areas 
where  there  is  a  great  need. 

Senator  Harkin.  They  do  not  do  what? 

Mr.  KussEROW.  The  community  health  centers  that  grantees 
must  work  through  are  not  uniformly  distributed  in  areas  with 
high  infant  mortality  rates.  Therefore,  in  those  communities  that 
do  not  have  community  health  centers  to  support  the  system,  you 
will  have  a  lot  of  people  falling  through  the  cracks. 

Second,  what  we  found  is  that  in  some  of  the  areas  that  needed 
the  most  help,  the  people  who  were  applying  for  grants  really  were 
not  professional  grant  writers.  They  did  not  have  all  the  proper 
terms  down  pat  and  did  not  know  how  to  cross  their  Ts  and  dot 
their  I's  correctly.  So  a  lot  of  people  who  did  apply  for  grants  were 
turned  down  for  technical  reasons. 

We  feel  that  a  couple  of  things  need  to  be  done.  Both  of  them  in- 
volve trying  to  make  the  program  more  flexible,  to  insure  a  more 
uniform  distribution  of  the  resources  to  deal  with  infant  mortality. 

When  we  submitted  this  report  to  the  Department,  they  were 
very  supportive  of  it.  In  the  report  itself  I  have  attached  the  com- 
ments of  the  Assistant  Secretary  for  Planning  and  Evaluation,  who 
is  the  coordinating  arm  for  the  Secretarv  on  policy,  and  of  the  Pub- 
lic Health  Service,  which  is  operating  this  particular  aspect  of  the 
program.  They  were  very  supportive. 

So  I  think  that  a  lot  of  the  questions  you  might  have  about  this 
issue  are  contained  in  this  report,  which  I  did  not  realize  would  be 
so  timely.  If  there  are  additional  questions,  or  if  you  would  like  to 
have  additional  details  on  any  of  the  work  that  we  performed  in 
this  area,  I  would  be  pleased  to  have  our  people  come  talk  to  your 
folks. 

Senator  Harkin.  I  am  interested.  I  was  not  aware  of  this.  I  can 
guarantee  you  I  will  read  it. 

Mr.  KussEROW.  It  was  very  well  received  by  the  Department  be- 
cause, quite  frankly,  the  Department  sensed  that  the  process  was 
not  working  quite  the  way  they  had  >vanted  it  to  and  they  were  in- 
terested in  knowing  why.  So  when  we  came  in  with  the  results  of 
this  study,  they  began  to  get  some  of  the  answers.  We  not  only  told 
them  what  was  wrong,  but  we  tried  to  give  them  some  options  and 
some  guidance  as  to  what  steps  they  might  take  to  correct  it. 

They  are  in  the  process  of  correcting  it.  We  will  be  following  up 
with  them  to  see  how  aggressive  they  are  in  taking  corrective  ac- 
tion. 

DISTRIBUTION  OF  INFANT  MORTALITY  GRANT  FUNDS 

Senator  Harkin.  Correct  me  if  I  am  wrong.  You  are  the  statisti- 
cian; I  am  not.  Just  from  reading  these  paragraphs  that  my  staff 
has  underlined  here  for  me,  it  looks  to  me  that  there  is  a  direct 
correlation  between  cities  of  100,000  or  more,  a  direct  correlation 
of  high  rates  of  infant  mortality  and  noneligibility  for  CPCP  funds. 

Mr.  KUSSEROW.  You  are  correct. 

Senator  Harkin.  All  right.  I  just  wanted  to  see  if  I  was  right. 
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A  direct  correlation? 
Mr.  KussEROW.  Yes,  sir. 

Senator  Harkin.  Let  me  ask  you  this.  Do  you  think  if  grants 
were  available  to  other  health  care  providers  

Mr.  KussEROW.  Let  me  just,  if  I  could,  give  you  a  quote  that  real- 
ly states  just  exactly  what  you  said.  That  is,  nearly  one-half  of  the 
Nation's  largest  cities  with  high  infant  mortality  rates  greater  than 
12  deaths  per  1,000  live  births  have  not  been  eligible  for  CPCP 
funds  because  they  have  no  community  health  centers  fimded 
through  sections  329  and  330  of  the  EPHS  Act.  That  exactly  makes 
the  point  you  were  making. 

That  creates  kind  of  a  big  hole.  But  again,  as  you  know  from 
talking  to  the  Secretary,  he  has  more  than  just  a  passing  interest 
in  this  area.  He  is  really  avid  in  trying  to  deal  with  the  infant  mor- 
tality rates  that  we  have  in  this  country,  which  are  abominably 
high  when  you  compare  them  to  other  Western  and  European  coun- 
tries. He  has  everybody  pretty  much  harnessed  to  this  effort. 

As  I  say,  this  is  one  report  where  we  did  not  have  a  lot  of  resist- 
ance. In  fact,  it  was  greeted  with  a  great  deal  of  appreciation.  I 
think  the  trick  is  to  see  what  happens  now  that  they  are  armed 
with  this  information  and  with  recommendations;  whether  they  fol- 
low through  with  them  or  not  as  aggressively  as  they  should. 

Senator  Harkin.  Do  you  think  if  grants  were  available  to  other 
health  care  providers  also  that  we  could  target  funds  to  high  im- 
pact areas  more  effectively? 

Mr.  KUSSEROW.  Yes. 

Senator  Harkin.  I  have  something  new  to  look  at  now.  I  wish  I 
had  known  about  that  before  the  Secretary  came  up.  I  know  the 
Secretary,  and  I  have  talked  with  him  personally  about  this.  This 
is  a  high-priority  item  for  him.  This  is  something  he  really  wants 
to  pursue. 

Mr.  KUSSEROW.  Very  high.  It  is  something  that  we  hear  about 
every  week  from  him.  He  cannot  understand  how  it  is  that  this  Na- 
tion, which  leads  the  world  in  biomedical  research  and  in  the  qual- 
ity of  health  care,  could  have  such  an  abysmal  infant  mortality 
record  when  compared  to  other  industrialized  nations.  He  definitely 
wants  it  changed.  He  wants  to  harness  all  the  efforts  of  the  Depart- 
ment to  that. 

Now,  we  have  had  some  complicating  factors.  In  fact,  if  you 
would  like  to  go  into  greater  detail  on  this  issue,  we  have  issued 
some  other  reports  that  relate  to  it.  We  have  done  some  work  in 
the  area  of  crack  babies  and  border  babies  which  talks  about  the 
effect  crack  is  going  to  have  on  our  society,  is  already  having  now 
that  we  have  addicted  mothers  giving  birth  to  addicted  children. 

What  it  underscores  more  than  an3dhing  else  is  the  very  great 
importance,  the  paramount  importance,  of  getting  to  that  mother 
in  the  first  trimester  of  her  pregnancy  and  engaging  her  in  some 
preventive  programs.  This  is  essential  if  we  want  to  avoid  a  health 
care  cost  in  the  future  that  is  going  to  be  so  gargantuan  that  it  is 
almost  unimaginable. 

If  you  like,  I  would  be  pleased  to  make  all  these  reports  available 
to  the  committee.  Crack  is  a  complicating  factor  that  is  having  a 
very  big  effect  on  infant  mortality  today. 
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HEAD  START 

Senator  Harkin.  The  last  question.  I  said  I  was  going  to  return 
to  the  Chief  Financial  Officers  Act,  and  I  made  a  note  on  that. 

No;  I  had  one  other  thing  I  wanted  to  ask  you.  I  had  written  this 
down  earlier.  When  Assistant  Secretary  Gall  was  here,  she  said 
that  the  Inspector  Grenerars  Office  is  doing  a  study  of  Head  Start. 
I  just  jotted  that  down. 

Is  it  done,  or  when  will  it  be  available?  Will  we  be  able  to  get 
a  copy? 

Mr.  KussEROW.  If  you  have  a  follow-up  hearing  on  that  subject, 
as  you  said,  it  will  be  ready  then. 

We  basically  have  four  national  studies  going  on  right  now.  We 
were  asked  by  the  Assistant  Secretary  for  Management  and  Budg- 
et, as  well  as  by  Mary  Gall  of  Human  Development  Services,  to  try 
to  see  if  we  could  examine  the  readiness  of  the  Head  Start  Program 
to  handle  its  proposed  expansion.  What  good  is  it  to  give  money  to 
a  program  if  it  is  all  going  to  fall  off  the  table  because  they  are  not 
ready  to  handle  it?  So  we  want  to  know  how  ready  they  are. 

Senator  Harkin.  That  is  what  I  want  to  know,  too. 

Mr.  KussEROW.  We  also  are  doing  work  to  try  to  understand  the 
whole  Head  Start  management  information  system  and  how  reli- 
able it  is  in  terms  of  being  able  to  look  at  performance  and  to  mon- 
itor programs.  We  are  very  much  interested  in  trying  to  have  a  lot 
of  information  relating  to  performance  evaluation,  and  also  to  see 
if  we  can  identify  high  risk  grantees  who  are  not  doing  the  job  or 
who  could  do  it  better. 

One  of  the  other  areas  we  have  reported  on  in  the  past  is  the 
results  of  looking  at  grantees  to  see  how  many  vacant  slots  they 
have  in  their  programs.  There  is  not  really  a  straight,  linear  rela- 
tionship between  the  amount  of  dollars  and  the  number  of  children 
you  can  have  in  the  program.  If  you  have  a  program  that  is  operat- 
ing at  only  50  percent  of  capacity,  the  question  is  how  C£in  you 
bring  it  up  to  full  capacity?  You  can  do  that  with  only  marginal  in- 
creases to  the  cost  of  the  program.  So  we  want  to  look  at  the  at- 
tendance and  how  well  the  program  is  working,  and  how  much  ca- 
pacity that  existing  program  is  going  to  have  for  expansion. 

Senator  Harkin.  You  made  a  good  point,  and  you  are  correct.  So 
my  linear  assumptions  earlier  are  not  quite  correct.  Obviously  you 
are  right.  The  incremental  cost  for  each  additional  one  is  lower 
than  the  first. 

Mr.  KUSSEROW.  Yes;  what  we  really  need  to  know  is  the  exact 
relationship,  to  have  some  idea  as  to  what  the  excess  capacity  is 
right  now.  Once  vou  know  the  excess  capacity,  you  can  determine 
under  an  ideal,  mctionless  environment  how  many  more  children 
you  can  pump  into  that  excess  capacity,  and  what  the  add-on  costs 
would  be  versus  what  it  would  be  to  establish  new  facilities  and 
new  capacity. 

We  have  that  ready.  If  you  have  a  follow-up  hearing  on  this,  to 
get  to  your  question,  we  will  be  ready  for  that  hearing. 

Senator  Harkin.  We  will.  I  just  do  not  know  when  exactly  

Mr.  KUSSEROW.  I  will  be  pleased  to  come  back  to  you  and  give 
you  the  full  results  of  all  the  work  that  we  are  doing  in  this  area. 
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As  I  say,  Human  Development  Services  has  been  very  anxious  to 
have  this  kind  of  information.  The  ASMB  has  also  been  very  anx- 
ious, and  we  have  been  very  anxious.  I  think  that  from  the  dialog 
I  heard  earlier  with  Mary  Gall,  you  are  quite  interested.  So  I  think 
this  is  good  information. 


Senator  Haekin.  The  Chief  Financial  Officers  Act,  which  you 
were  lauding  and  saying  is  an  important  piece  of  legislation  that 
was  passed,  requires  you  to  audit  financial  statements  for  all  the 
trust  funds,  revolving  funds,  accounts,  et  cetera. 


much  more  money? 
Mr.  KussEROW.  About  $9.5  million. 

Senator  Harkin.  What  does  it  basically  mean  for  your  office?  It 
means  more  people  and  more  money,  but  what  do  you  have  to  do? 

Mr.  KussEROW.  The  money  would  be  dedicated  to  people.  We 
would  have  to  have  a  meter  rxmning  to  make  sure  that  we  could 
account  for  it,  because  the  way  it  is  set  up  in  the  President's  budg- 
et, they  want  that  money  dedicated  for  this  purpose  and  this  pur- 
pose only. 

Senator  Harkin.  Those  PTE's  will  be  just  for  this  purpose  only? 

Mr.  KUSSEROW.  And  no  other  purpose  at  all.  If  we  do  not  use 
that  money  for  that  purpose,  or  if  we  do  not  use  those  people  for 
that  purpose,  then  we  cannot  have  them. 

Now  what  would  they  do?  Let  us  go  back  to  NIH,  for  example, 
since  we  talked  about  it  earlier.  What  we  would  do  is  provide  a  fi- 
nancial audit  report  on  NIH's  operations.  The  0MB,  as  well  as  the 
congressional  staff  and  committee  members  that  caused  the  pas- 
sage of  this  legislation,  said  that  they  wanted  information  that  goes 
beyond  just  a  statement  as  to  whether  a  financial  statement  can 
be  relied  upon.  They  consider  that  critical,  but  a  very  technical 
thing.  They  said  that  they  want  two  things  that  I  have  heard  over 
and  over  again.  I  have  been  to  more  meetings  on  this  than  you  can 
shake  a  stick  at.  They  said  that  they  want  usable  information,  and 
information  that  deals  with  performance  indicators.  They  want  to 
know  how  well  the  programs  are  doing. 

So  what  you  would  be  getting,  quite  frankly,  in  your  capacity  as 
chairman  of  this  subcommittee,  is  information  about  operating 
components  of  our  Department.  The  financial  information  would  in- 
clude the  financial  statement—which  if  you  are  lucky  somebody  on 
the  staff  might  be  able  to  make  heads  or  tails  of  and  is  really  tech- 
nical— ^but  would  also  go  beyond  that;  that  is,  a  statement  of  the 
kind  of  problems  there  might  be  in  internal  controls,  whether  they 
are  compljdng  with  rules  and  regulations  and  program  guidance, 
and  how  well  they  are  performing  against  their  stated  objectives. 

Many  of  those  objectives,  quite  frankly,  are  worked  out  between 
the  program  people  and  the  Congress.  I  just  heard  a  discussion  like 
that  when  you  were  talking  to  Mary  Gall  about  wanting  to  know 
the  number  of  children  enrolled  in  Head  Start  today,  the  potential 
number,  and  how  far  along  the  line  we  are  incrementally  with  in- 
creased funding. 


RESOURCES  FOR  AUDITED  FINANCIAL  STATEMENTS 


additional  PTE's  and  how 
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So  No.  1,  as  a  performance  indicator  you  might  have  results  in 
terms  of  output;  tnat  is,  are  we  getting  those  children  enrolled  and 
at  what  rate.  You  would  have  that  kind  of  information. 

The  other  side,  which  is  much  more  difficult  and  from  our  stand- 
point almost  scary,  would  be  if  the  new  chief  financial  officer  that 
has  been  created  for  the  U.S.  Grovernment  were  to  say  that  they 
want  to  know  information  about  output.  If  we  apply  output  to  the 
Head  Start  model,  the  question  might  not  be  the  number  of  chil- 
dren being  enrolled,  but  now  well  have  they  been  eqxiipped  to  com- 
pete with  a  disadvantaged  background  once  they  enter  a  school 
with  children  who  do  not  come  from  that  background.  Boy,  that  is 
a  lot  more  difficult  to  measure. 

It  would  be  an  opportunity  to  get  information  about  how  well 
agencies  are  doing  against  what  they  have  been  given.  I  cannot 
imagine  anybody  who  would  be  a  better  recipient  for  that  kind  of 
information,  who  would  use  it  to  better  advantage,  than  the  Appro- 
priations Committees  of  the  Congress.  It  certainly  would  be  of 
enormous  value  to  oversight  committees. 

If  you  look  at  the  legislative  record  on  this,  and  if  you  talk  to  the 
prime  movers  behind  it — Mr.  Darman  at  0MB,  Mr.  Brady  at  Treas- 
ury, and  Mr.  Bowsher  at  GAO — it  is  also  a  major  objective  of  this 
legislation  to  reduce  the  vulnerabilities  for  the  kinds  of  things  that 
we  saw  and  witnessed  in  the  HUD  scandals. 

So  there  are  a  multiplicity  of  things  that  might  come  out  of  this. 
There  is  a  great  opportunity  here.  Whether  that  opportunity  will 
be  realized  oyer  time  is  another  question. 

The  one  thing  I  would  say  is  that  when  this  request  was  submit- 
ted, it  was  submitted  as  a  joint  effort  by  both  ASMB  and  the  in- 
spector general.  ASMB  has  a  very  major  role  to  play  in  this  proc- 
ess, as  they  will  be  the  ones  who  will  generate  the  chief  financial 
officer.  It  is  a  clear  case  of  a  real  partnership  for  better  manage- 
ment in  Government.  We  are  probably  better  equipped  in  our  De- 
partment to  deal  with  this  than  any  of  the  others  that  we  have 
seen.  But  again,  the  burden  is  going  to  fall  much  heavier  on  us. 

We  are  estimating  that  for  the  60  departmental  accounts  and  the 
add-ons  to  those  accovmts,  there  are  going  to  be  up  to  $100  billion 
in  outlays  that  will  fall  imder  the  new  requirement  for  financial 
statement  audits.  That  does  not  count  the  Social  Security  Adminis- 
tration, which  we  already  have  under  financial  statement  audits, 
though  that  will  be  much  more  broad  in  the  future. 

That  means  that  here  within  a  finite  period  of  time  80  percent 
of  the  outlays  of  the  entire  Department  are  going  to  be  under  fi- 
nancial statements  that  will  be  audited  and  reported. 

ADEQUACY  OF  RESOURCES  FOR  AUDITS 

Senator  Harkin.  Is  the  budget  request  enough  to  do  that?  You 
have  what,  $9.5  million? 

Mr.  KussEROW.  Well,  as  a  startup.  I  may  come  back  next  year 
and  be  panic  stricken,  but  right  now  I  think  that  for  the  startup 
it  is  right.  I  would  hope  that  by  next  year,  if  we  did  get  this  fund- 
ing, we  could  come  back  and  answer  some  of  the  questions  that  you 
have  and  have  you  look  at  what  has  been  produced  by  this  process, 
to  make  a  determination  of  whether  this  is  a  good  investment  of 
resources  or  not. 


198 

There  are  a  lot  of  question  marks  in  this,  and  I  will  tell  you  that 
we  are  all  challenged  by  it.  I  put  challenged  in  a  positive  sense.  We 
are  scared  to  death  at  the  same  time,  because  of  the  enormous  bur- 
den that  is  following  it. 

Mr.  Williams.  In  addition  to  the  $9.5  million  which  Mr. 
Kusserow  is  requesting  to  audit  the  statements  in  the  budgets  for 
the  various  operating  divisions  in  the  Department,  we  have  also  in- 
cluded $2.5  million  to  prepare  those  statements.  So  except  for  SSA, 
which  already  does  a  financial  statement,  the  $2.5  million  is  for  the 
other  operating  divisions  to  begin  preparing  them  so  that  Mr. 
Kusserow  can  audit  them. 

Senator  Harkin.  I  did  not  know  that.  A  total  of  $2.5  million  for 
all  of  them? 

Mr.  Williams.  For  all  the  other  agencies,  right. 

Mr.  Kusserow.  We  have  found  from  our  experience  that  one  way 
in  which  we  have  an  advantage  over  other  agencies  is  that  we  saw 
this  coming.  ASMB  and  the  management  side  of  our  Department 
and  the  inspector  general  went  ahead  and  did  Social  Security  to 
begin  to  see  if  we  could  figure  out  what  it  would  cost  and  how  we 
would  go  about  doing  it  and  everything  else.  So  we  are  forearmed 
on  this. 

I  just  thought  it  was  terribly  inappropriate  that  Mr.  Williams 
would  put  in  a  commercial  announcement  for  somebody  else's  ap- 
propriation while  it  is  my  time  in  the  box.  I  would  register  a  pro- 
test on  that.  [Laughter.] 

Mr.  Williams.  It  is  money  well  spent,  Mr.  Chairman. 

Senator  Harkin.  That  is  what  we  call  a  side  shot  in  this  busi- 
ness. 

I  had  a  whole  bunch  of  questions  about  this  CFO,  but  in  your 
remarks  you  have  covered  them  all  but  one.  Are  you  in  favor  oi  the 
Department's  request  to  waive  the  CFO  Act's  audit  requirements 
for  some  parts  of  HHS? 

Do  you  want  me  to  repeat  that? 

Mr.  Kusserow.  Yes;  repeat  it.  [Laughter.] 

What  that  question  leads  to,  Mr.  Chairman,  is  the  fact  that  we 
have  3  years  to  fully  implement  this  legislation  before  Congress 
comes  back  and  reevaluates  it.  The  question  is,  at  how  fast  a  pace 
should  we  do  this  in  that  36-month  period,  starting  in  1992  and 
carrying  forward  to  1995. 

I  know  that  you  will  find  my  next  statement  pretty  hard  to  ac- 
cept, but  just  take  it  on  faith.  I  tend  to  be  more  aggressive  and 
reckless  than  perhaps  other  people  in  the  Department,  so  my  feel- 
ing is  that  I  would  want  to  go  as  fast  as  we  can  on  this,  because 
I  think  that  the  more  we  learn  up  front  the  better  off  we  are. 

The  real  question,  and  one  of  the  underlying  reasons  why  this 
legislation  came  about  from  the  Congress,  is  that  we  do  know  the 
financial  systems  are  not  in  place  yet  to  produce  the  statements 
that  are  required.  When  we  go  out  to  audit  NIH,  for  example,  I 
think  there  are  roughly  38  different  program  accounts.  If  you  look 
at  the  financial  systems  that  support  them,  you  find  that  they  are 
not  coordinated,  and  they  are  going  to  have  a  tough  time  meshing 
them. 

So  I  think  that  the  management  side  of  our  Department  wants 
to  use  the  time  to  repair  the  system,  to  standardize  it,  and  to  move 
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it  forward.  My  feeling  is  that  I  will  personally  move  very  aggres- 
sively on  this,  whether  or  not  an  agency  has  its  financial  state- 
ments prepared.  I  will  do  the  220's,  and  I  will  do  other  work  on 
the  financial  audit  report.  I  intend  to  look  at  all  60  accounts  in  the 
first  year,  if  I  get  the  funding. 

I  did  not  mean  to  waffle  too  much  on  that. 

CLOSING  REMARKS 

Senator  Harkin.  Thank  you.  I  will  have  to  read  that 
That  is  all  I  have.  Again,  I  appreciate  your  being  here  for  such 
a  long  time.  While  we  started  this  process  a  couple  of  years  ago 
when  I  first  took  chairmanship  of  this  subcommittee,  my  time  was 
somewhat  taken  with  some  diversionary  interests  last  year.  I  can 
assure  you  that  for  the  next  6  years  that  I  am  privileged  to  serve 
as  chairman  of  this  subcommittee  that  I  intend  to  delve  into  this 
whole  area  of  accountability  for  all  the  Federal  dollars  that  are 
spent  in  our  bill. 

It  probably  does  not  come  as  much  of  a  surprise  to  you  or  anyone 
else  in  this  room  that  I  am  a  supporter  of  programs  like  Head 
Start,  community  health  centers,  and  eradicating  infant  mortality. 
I  look  at  the  billions  of  dollars  going  through  here,  and  I  have  dis- 
cussed it  with  Senators  Specter,  Hatfield,  and  Bumpers.  How  do  we 
get  a  handle  on  this  and  really  make  sure  that  we  are  not  wasting 
a  lot  of  money?  Any  time  you  have  $100  billion  out  there,  there  has 
to  be  someplace  you  can  tighten  down  on  it  and  not  affect  the  pro- 
gram itself  or  the  recipients  and  the  people  you  want  to  serve  out 
there. 

So  we  are  going  to  look  forward  to  working  further  with  you,  as 
we  will  other  inspectors  general  in  the  other  departments,  to  try 
to  accomplish  those  twin  goals  of  really  making  those  programs 
work  and  then  saving  or  cutting  back  as  much  as  we  can.  That  is 
why  I  am  so  interested  in  this  indirect  cost  program.  I  am  not  cer- 
tain where  it  is  going  to  lead  me,  but  I  want  to  look  at  it  very  hard. 

Mr.  KussEROW.  Mr.  Chairman,  let  me  just  restate  that  we  will 
be  happy  to  work  with  your  staff  and  provide  as  much  information 
as  necessary.  I  think  I  can  speak  also  for  AS  MB  by  saying  that  we 
will  be  happy  to  keep  you  apprised  of  the  development  of  the  CFO 
legislation,  once  we  start  rolling  on  this  thing. 

Again,  since  you  are  going  to  be  a  prime  user  of  whatever  comes 
out  of  this  process,  we  think  you  should  be  kept  well  informed  as 
to  what  we  are  doing  and  how  we  are  going  about  it,  and  have 
some  input  as  well. 

Senator  Harkin.  I  appreciate  that.  I  was  just  informed,  I  did  not 
know  there  is  a  vote  on.  There  is  9  minutes  left. 

Thank  you  again  very  much. 

Mr.  KussEROW.  Thank  you,  Mr.  Chairman. 

QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

Senator  Harkin.  There  will  be  some  additional  questions  from 
various  Senators  which  we  will  submit  to  you  for  your  response. 

[The  following  questions  were  not  asked  at  the  hearing,  but  were 
submitted  to  the  office  for  response  subsequent  to  the  hearing:] 
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QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

INFANT  MORTALITY 

Question.     The  budget,  as  you  know,  proposes  a  new 
initiative  to  combat  high  infant  mortality  rates  in  10 
"target  cities."    While  the  details  of  this  initiative 
are  not  complete,   it  appears  that  most  of  the  funds 
would  be  awarded  to  community  health  centers  in 
designated  target  areas.     I  want  to  ask  you  about  the 
existing  infant  mortality  initiative  we've  been  funding 
for  several  years  through  community  health  centers, 
known  as  the  Comprehensive  Perinatal  Care  Program 
,    (CPCP) . 

Have  you  done  any  studies  of  this  initiative? 

Answer.     We  have  conducted  a  program  inspection 
which  assessed  the  initial  implementation  of  the  CPCP, 
an  initiative  of  the  Public  Health  Service  (PHS)  to 
reduce  infant  mortality  through  supplemental  grants  to 
community  and  migrant  health  centers.     We  found  that: 
(1)   the  goals  and  objectives  set  forth  in  CPCP  grant 
proposals  approved  by  PHS  have  been  in  accord  with  the 
intended  purposes  of  the  program;    (2)   in  some  cases, 
PHS  had  limited  information  on  how  grantees  planned  to 
spend  the  CPCP  funds  awarded  during  the  first  year;  (3) 
PHS  has  established  a  basic  framework  for  gathering 
information  useful  for  assessing  the  impact  of  CPCP 
services,  although  it  is  too  soon  to  have  been  tested; 
and  (4)  many  areas  of  the  country  with  high  rates  of 
infant  mortality  have  not  been  receiving  CPCP  funds 
because  some  could  not  prepare  acceptable  grant 
proposals  and  some  high  infant  mortality  areas  do  not 
have  community  health  centers. 

We  recommend  that:     (1)   PHS  should  strengthen  its 
procedures  for  approving  CPCP  grants  to  assure  adequate 
accountability  for  CPCP  funds;   (2)   PHS  should 
strengthen  its  efforts  to  provide  technical  assistance 
to  community  and  migrant  health  centers  preparing  CPCP 
grant  proposals  so  that  they  qualify;  and   (3)  PHS 
should  reexamine  the  approach  for  allocating  CPCP  funds 
to  assure  that  these  funds  are  directed  to  areas  of 
high  infant  mortality. 

Question.     Why  aren't  areas  with  high  rates 
receiving  perinatal  care  grants? 

Answer.     The  definition  established  by  PHS  for 
high  infant  mortality  is  12  or  more  deaths  per  1,000 
live  births.     Nearly  half  of  the  nation's  largest 
cities  with  high  infant  mortality  rates  have  not  been 
eligible  for  CPCP  grants  because  they  have  no  community 
and  migrant  health  centers  funded  through  sections 
3  29/330  of  the  PHS  Act. 
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Approximately  2  5  percent  of  CPCP  grants  have  been 
awarded  to  centers  serving  areas  with  infant  mortality 
rates  below  the  threshold  of  12  deaths  per  1,000  live 
births.  However,  these  areas  may  have  pockets  of  higher 
infant  mortality  rates,  and  the  CPCP  funds  may  help 
some  areas  maintain  their  lower  rates. 

Additionally,  almost  half  of  all  community  and 
migrant  health  centers  have  not  applied  for  CPCP  funds, 
while  others  —  including  those  serving  areas  with  high 
infant  mortality  rates  —  have  applied  and  not  been 
approved.     Some  were  disapproved  because  they  could  not 
prepare  an  acceptable  proposal. 

Question.     Do  you  think  if  the  grants  were 
available  to  other  health  care  providers,  too,  that  we 
could  tar..,et  funds  to  high-impact  areas  more 
effectively? 

Answer.     Although  our  study  did  not  address  that 
question  specifically,  we  believe  that  targeting  more 
providers  would  help.     However,  as  mentioned  above,  we 
did  find  that  nearly  half  of  the  nation's  largest 
cities  with  high  infant  mortality  rates  have  not  been 
eligible  for  CPCP  funds  because  they  lacked  Federally- 
funded  conmunity  and  migrant  health  centers,  the 
required  ^onduit  for  the  CPCP  funds.     Our  study 
recommends  that  PHS  reexamine  the  approach  for 
allocating  CPCP  funds  to  assure  that  these  funds  are 
directed  to  areas  of  high  infant  mortality. 

Our  analysis  raises  important  policy  issues  as  to 
whether  these  CPCP  monies  are  being  directed  in  the 
most  strategic  manner,  and  whether  continuation  of  the 
present  pattern  of  allocating  these  funds  will  serve 
the  best  interest  of  this  initiative.  Our 
recommendations  include  addressing  the  following  policy 
questions:     Should  infant  mortality  rates  figure  more 
prominently  in  the  application  and  funding  process  for 
CPCP  funds?     Should  any  increases  in  the  CPCP 
appropriations  be  more  selectively  targeted  to  centers 
serving  areas  with  the  highest  rates  of  infant 
mortality?    How  might  perinatal  services  be  supported 
more  intensively  in  those  very  needy  areas  without 
community  or  migrant  health  centers?     Is  it  a  more 
effective  use  of  limited  resources  to  fund  many  centers 
in  the  neediest  areas  for  more  substantial  support? 
Answers  to  questions  such  as  these  will  allow  the 
limited  dollars  available  for  the  CPCP  to  achieve  the 
maximum  impact  on  this  most  pressing  problem  of  infant 
mortality. 

FOSTER  CARE  ADMINISTRATIVE  COSTS 

Question.     Your  office  documentecl  that 
administrative  costs  for  the  Foster  Care  program 
increased  from  $143  million  to  $400  million  from  fiscal 
years  1984  to  1988.     These  costs,   for  which  the  Federal 
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government  pays  States,  are  estimated  to  top  $1  billion 
in  FY  1992. 

What  if  any  changes  would  you  recommend  to  get  a 
handle  on  these  administrative  costs? 

Answer.     Because  the  reasons  for  the  rise  in 
administrative  costs  are  complex  and  a  series  of 
actions  are  needed  to  contain  these  costs,  we 
recommended  in  our  August  1990  report  that  a  temporary 
stopgap  legislative  remedy  be  enacted  until  processes 
can  be  put  into  place  to  control  this  area.     The  series 
of  actions  follows: 

o        Continue  to  pursue  legislative  approaches  to  cost 
containment,   including  reducing  the  time  period 
for  filing  claims.     The  final  funding  proposal 
should  be  selected  after  a  reevaluation  of  the 
original  intent  of  Public  Law  96-272  and  current 
practices  of  the  States.     Any  proposals  should 
recognize  that  the  current  definition  of 
"administrative  costs"  is  a  misnomer,   since  under 
this  rubric  States  can  claim  for  a  variety  of 
child  placement  services. 

o        Modify  the  methodology  for  conducting 

administrative  cost  reviews  to  (1)   associate  a 
portion  of  administrative  costs  claimed  with 
ineligible  maintenance  payments,  and  (2)  examine 
the  relationship  between  increased  costs  and 
^      expansion  of  services  to  foster  children. 

o        Develop  alternative  ways  to  more  accurately  count 
the  number  of  children  in  the  program.     This  area 
is  being  addressed  through  a  September  1990  Notice 
of  Proposed  Rulemaking  (NPRM)  which  mandates  a  new 

3       data  collection  system  to  replace  the  current 
system  run  by  the  American  Public  Welfare 
Association. 

o        Proceed  with  requiring  States  to  uniformly 

identify  and  account  for  administrative  costs  by 
individual  adfliinistrative  activities  and  the 
required  child  care  protections. 

o        Conduct  a  systematic  analysis  of  cost  allocation 
plans,  sampling  methodologies  and  eligibility 
determination  systems  used  by  States,  with  an 
emphasis  on  those  States  that  have  employed  the 
f      services  of  consultants. 

o        Develop  a  national  protocol  for  use  in  the  routine 
evaluation  of  cost  allocation  plans  with  respect 
to  foster  care.     This  effort  will  be  coordinated 
with  the  Department's  Division  of  Cost  Allocation. 

o        Continue  efforts  to  look  for  ways  to  contain 

administrative  costs.     During  this  process,  the 
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options  on  the  preceding  pages  of  this  report 
should  be  considered. 

o        Consider  expansion  of  the  Quarterly  Expenditure 
Report  (IV-E-12)   from  four  cost  categories  of 
"child  placement  services"  to  additional 
categories,  to  allow  for  more  discrete  accounting 
and  to  provide  definitions  for  each  of  the  cost 
categories. 

Earlier  this  fiscal  year,   Congress  enacted 
requirements  for  States  to  separately  report  placement 
costs,  but  did  not  enact  cost  containment  provisions. 
The  President's  FY  1992  budget  proposes  to  contain 
costs  by  making  "pre-placement  costs"  not  allowable  for 
Federal  reimbursement,   and  by  refocusing  the  program  to 
target  both  maintenance  and  administrative  payments 
only  to  eligible  children  in  foster  care.     We  endorse 
this  proposal,  which  the  Department  estimates  would 
reduce  Federal  costs  by  $1.7  billion  over  five  years. 

CHIEF  FINANCIAL  OFFICERS  ACT  OF  1990 

Question.     The  Chief  Financial  Officers   (CFO)  Act 
of  1990  aims  to  improve  financial  systems  and  functions 
across  the  government  by  requiring  agencies  to  prepare 
and  audit  financial  statements  for  all  trust  funds, 
revolving  funds,  and  accounts  that  have  substantial 
commercial  activity. 

What  does  the  CFO  Act  mean  for  HHS  —  how  does  it 
relate  to  service  delivery  and  program  performance? 

Answer.     The  implementation  of  the  CFO  Act  should 
result  in  significant  improvements  in  the  Department's 
financial  management  systems.     The  combination  of 
management  assessments  of  financial  management 
capabilities,   annual  financial  audits,  the  Federal 
Managers  Financial  Integrity  Act   (FMFIA)   process,  and 
the  five-year  plans  should  result  in  both  a  reduction 
of  internal  control  weaknesses  and  improvements  in  the 
usefulness  of  financial  systems  for  collecting  and 
summarizing  program  information.     Such  improvements 
should  have  a  positive  impact  on  program  operations. 

Implementation  of  the  CFO  Act  should  also  result 
in  closer  integration  of  financial  and  program 
performance  information.     Thus,  management  should  have 
a  more  accurate  and  detailed  understanding  of  the  cost 
of  services  and  different  levels  of  outputs.  This 
information  on  operations  costs  should  be  very  useful 
to  program  managers  in  terms  of  day-to-day  operations. 
It  should  also  be  useful  for  planning  the  future 
direction  and  budget  level  of  programs. 

In  addition,  since  passage  of  the  CFO  Act  there 
has  been  a  high  level  of  interest  in  the  Federal 
financial  management  community  regarding  reporting  on 
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service  efforts  and  accomplishments  in  the  annual 
financial  statements.     At  this  point  it  seems  quite 
likely  that  there  will  be  efforts  made  to  develop  this 
concept  for  reporting  in  the  financial  statements 
required  by  the  CFO  Act.     In  fact,  a  recent  financial 
statement  report  on  the  Veterans  Administration 
provides  an  initial  effort  in  this  direction  that  may 
prove  to  be  trend-setting.     We  are  developing  this 
concept  of  "service  effort"  reporting  for  financial 
statements  in  HHS.     This  provision  of  information  on 
program  productivity  will  undoubtedly  affect  both 
perceptions  of  and  the  futures  of  these  programs  as 
Department  management,  Congressional  committees  and 
citizen  groups  react  to  what  is  reported. 

Question.     How  is  HHS  progressing  on  preparing  the 
required  financial  statements? 

Answer.     We  believe  that  the  Department  has  so  far 
done  rather  well  in  working  towards  development  of  the 
financial  statements  required  by  the  Act.     Of  course, 
for  several  years  now  the  Department  has  produced 
financial  statements  for  the  Social  Security 
Administration  (SSA)   and  the  Office  of  the  Secretary's 
Working  Capital  Fund.     Thus,  the  Department  was  quite 
farsighted  in  its  understanding  of  the  trend  towards 
financial  statements.     The  Department  has  also  been 
working  for  some  time  towards  financial  statements  for 
the  trust  funds  in  the  Health  Care  Financing 
Administration  which,  together  with  SSA,  constitutes 
the  two  largest  financial  statement  challenges  for  HHS. 

We  would  also  give  the  Department  high  marks  for 
its  more  current  efforts  in  planning  its  implementation 
of  the  Act.     From  our  knowledge  of  the  work  being  done 
in  other  departments,  HHS  has  done  quite  a  lot. 
Throughout  its  entire  planning  effort,  the  Department 
has  worked  closely  with  our  office.     We  believe  this 
cooperation  with  the  Inspector  General's  office  is 
important  for  a  smooth  and  successful  implementation  of 
the  financial  statement  requirements  of  the  Act. 

Question.     Which  HHS  appropriation  accounts  meet 
the  CFO  Act  criteria  for  financial  statements,  and  what 
proportion  of  the  Department's  spending  will  be 
audited? 

Answer.     A  total  of  60  of  the  Department's  112 
appropriation  accounts  are  covered  by  the  CFO  Act. 
These  accounts  contain  about  80  percent  of  the 
Department's  outlays.     The  following  memorandum  to  the 
Director  of  the  Office  of  Management  and  Budget  (0MB) 
provides  a  listing  of  all  the  HHS  appropriation 
accounts  and  a  designation  of  those  accounts  that  are 
thought  to  be  covered  by  the  CFO  Act. 
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DEPARTMENT  OF  HEALTH  &  HUMAN  SERVICES 


Office  of  th«  Sftcreofv 


FB  I  3  1991 


Wiihington.  D.C.  20201 


The  Honorable  Richard  G.  Daman 
Director,  Office  of  Management  and  Budget 
Washington,   D.C.  20503 

Dear  Mr.  Darman: 

The  Chief  Financial  Officers  (CFG)  Act  of  1990  (HR  5607)  requires; 
Executive  Branch  agencies  to  produce  audited  financial  statements 
for  all  trust  funds,  revolving  funds,  and  accounts  having 
substantial  commercial  activity  starting  as  of  the  end  of  fi-scal 
year  1991.     Included  in  the  CFO  Act  is  a  provision,  section 
3515(e)(3),  that  allows  the  Director  of  the  Office  of  Management 
and  Budget  (0MB)   to  waive  the  requirement  for  preparation  and/or 
audit  of  fiscal  year  1991  financial  statements. 

Our  Department  has  made  an  assessment  of  all  accounts,  programs 
and  activities  that  fall  within  the  scope  of  the  legislation.  It 
is  attached  at  Enclosure  A  and  requires  coverage  of  60  accounts 
which  represent  8  0%  of  our  outlays.     We  are  making  an  early 
effort  to  aggressively  engage  in  the  preparation  and  audit  of 
financial  statements  for  those  activities  covered  by  the  CFO  Act. 
Our  desire  was  to  begin  the  process  in  FY  1991.     Towards  this 
end,  we  and  our  Inspector  General  have  jointly  developed  a  plan. 
However,  the  Administration's  request  for  1991  funding  of  this 
effort  did  not  materialize. 

Our  present  strategy  takes  into  consideration  major  variables 
that  affect  early  implementation  of  the  legislation.     The  first 
is  the  absence  of  funding.     The  President's  FY  1992  budget 
includes  funding  that  will  allow  us  to  make  major  progress.  A 
second  variable  involves  the  size  and  complexity  of  program 
activities. 

We  are  now  pursuing  a  phase-in  strategy  that  will,  by  necessity, 
require  some  deferment  in  implementation.     Accordingly,  we  must 
request  OMB  waiver  for  some  of  the  CFO  Act's  requirements.  Our 
revised  plan  is  as  follows: 

1.       For  FY  1991  we  will  continue  the  preparation  and  audit 
of  all  seven  program  activities  of  the  Social  Security 
Administration  which  account  for  $253  billion.  These 
include: 


o 


Payments  to  Social  Security  Trust  Funds, 


o 


Supplemental  Security  Income  Program, 


o 


Special  Benefits  for  Disabled  Coal  Miners, 
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o 


Payments  for  Credits  against  Social  Security 
Contributions , 


o 


Federal  Old-Age  and  Survivors  Insurance  Trust 
Fund, 


o       Federal  Disability  Insurance  Trust  Fund  and 

o       Limitation  on  Administrative  Expensec  (SSA) . 

In  addition,  we  will  prepare  and  audit  statements  for 
the  Office  of  the  Secretary  Working  Capital  Fluid. 

2.  For  FY  1991  we  will  begin  in  FY  1991  to  phase-in 

*    i  preparation  and  audit  of  financial  statements  in  the 

Public  Health  Service.     Initially,  this  will  involve 
selected  accounts  (e.g.,  FDA  Revolving  Fund  for 
.  Certification  and  Service,  NIH  Management  Fund,  NIH 

Service  and  Supply  Fund  and  OASH  Service  and  Supply 
Fund)  and  the  balance  of  the  accounts  will  be  limited, 
both  in  number  and  in  scope,  because  of  limited 
existing  resources.     It  will,  therefore,  be  necessary 
to  obtain  waivers  for  most  of  the  44  appropriation 
accounts  of  the  PHS.    In  addition,  we  will  be  forced  to 
delay  and  request  waiver  for  FSA  and  HCFA  programs.  Be 
assured  we  will  do  as  much  as  we  can  with  what  we  have 
but,  as  has  been  made  manifest  to  you,  funding  and 
other  resource  constraints  greatly  limit  our  capacity. 

3.  As  new  resources  arrive  in  FY  1992,  they  will  allow  us 
to  produce  FY  1992  financial  statements  that  will  be 
audited  for  all  HHS  accounts  (60)   falling  within  the 
purview  of  the  CFO  Act. 

It  should  be  noted  that  for  FY  1991,  HHS  will  have  audited 
financial  statements  incorporating  a  minimum  of  56%  of  HHS 
outlays  and  in  excess  of  $250  billion  dollars.     For  FY  1992  over 
50%  of  HHS  accounts  will  be  included  in  audited  financial 
statements.     That  will  incorporate  approximately  80%  of  the 
Department's  outlays,  the  remainder  of  which  falls  outside  the 
scope  established  by  the  CFO  Act. 

Based  upon  the  aforementioned  plan,  and  in  accordance  with  the 
waiver  provision  of  the  CFG  Act,  I  am  requesting  a  waiver  of  the 
preparation  and  audit  of  the  FY  1991  financial  statements  as 
described  above  and  as  itemized  in  Enclosure  B. 


If  there  are  questions  regarding  our  phase-in  plan  or  waiver 
request,  your  staff  should  feel  free  to  contact  Dennis  Fischer, 
Deputy  Assistant  Secretary  for  Finance  (202-245-2084). 


Sincerely  yours. 


Assistant  Se<uretary  for 
Management  and  Budget 


Enclosures 
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Enclosure  A 


ANALYSIS  OF  HHS  ACCOUNTS  UNDER  THE  CHIEF  RNANCIAL  OFFICER  LEGISLATION 


•''Syndbol 

Code 

SAisriss  sno  D^dnsds.  FDA 

75  0600 

je*»  /,**u.u4£j 

c 

9 

75_/  0600 

^ 

75  0601 

90.611.894 

e 
9 

Bulldlnos  tnd  Facflftles.  FDA 

75X0603 

1.566,975 

5 

RovoMno  Fund  for  CArtfflc^on  tnd  Olhor  Ssrvtcss 

75X4309 

61.935 

y 

CooporaUw  RdSdarch  tnd  DcvslopnMnt  AQTMfnents  (FDA) 

75X5148 

Q 

■ 

Food  and  Drug  Admlnlstrailon  UncotnndNlonai  Gift  Fund 

75X8247 

(12.071) 

2 

HRSA 

Hsaltt)  Rftsourns  and  Swvtecs 

75.0350 

4 

Health  Prtofesslons  &  Nufsing  Student  Loans  (HRSA) 

75_/j0350 

(14.274,844] 

4 

Consolidated  Worldno  Fund  (HRS/^ 

75X3903 

1.589.276 

\ 

Medical  FacflHies  Guarantee  and  Loan  Fund 

75X4430 

27.157.782 

Health  Professions  Graduate  Student  Loan  Fund 

75X4305 

y 

Nurse  Training  Fund 

75X4306 

(98.310) 

1 

Health  Professions  Education  Fund 

75X4307 

(83.247) 

1 

Vaccine  Injury  Compensation 

75.0320 

0 

4 

Vaccine  Innprovement  Program  Trust  Fund 

7520X8175 

726.658 

2 

Public  Health  Service  Conditional  Gift  Fund.  HRSA 

75X8254 

1,761.135 

2 

■-. 

75X8889 

£ 

:    HS  J 

Indian  Health  Services 

75.0390 

984.054,198 

4 

Indian  Health  Services  (MedicareMedicald) 

75J_0390 

10.294,575 

4 

Indian  Health  Facilities 

75X0391 

55.391.624 

4 

Consoltdated  Working  Fund  (Grants  for  Research.  IHS) 

75X3921 

(444,488) 

1 

Rents  and  Charges/Operation  and  Maintenance  of  QuanefS  (IHS) 

75X5071 

1.028.617 

1 

Contributions.  Indian  Health  FadlBIes 

74X8073 

20.782.900 

2 

COC 

nicAACA  ^lYTtrr^  RACAarr^  Tnlninn 

75  0943 

erg  907 

4 

CoopOfdtfvQ  Rds&2rcti  snd  DovolopniBnt  AQfoomonts  (COC) 

75X5146 

0 

H2Z2rdous  Substsinco  Trust  Pund  (7* riiisf  or  frofn  EPA) 

75208145 

39,964.339 

2 

r^lHc  arvi  rVviatl/v>c  ^fV^ 

75X8250 

2 

NIH 

National  Library  of  Medicine 

75_0807 

71,911,936 

5 

John  E  Fogarty  international  Center 

75.0819 

13,932.537 

5 

Bulkjings  and  FeciJItlfts.  NIH 

75X0838 

29.515.092 

5 

National  Insiltuie  on  Aging 

75.0843 

214.328.975 

5 

National  Instnute  on  Aging  (RoyaAies) 

75J.0843 

(700) 

4 

National  institute  of  C^ild  Health  and  Human  Development 

75.0844 

414.763.216 

5 

National  Inst  of  C^hild  Health  &  Human  Dev  (Royalties) 

75J_0844 

(1.011) 

4 

Office  of  the  Director.  NIH 

75.0846 

55,810.665 

5 

Office  of  the  Director.  NIH  (Royalties) 

75J.0846 

(104.332) 

4 

Research  F^esources 

75.0848 

399.287.204 

5 

National  Cancer  Institute 

75.0849 

1.580,547.964 

5 

National  Cancer  Institute  (Royalties) 

rSJ_0849 

(217,656) 

4 

National  Institute  of  General  Medical  Sciences 

75.0851 

652,441.295 

5 

National  Institute  of  Environmental  Health  Sciences 

75.0862 

193,954.240 

4 

National  Institute  of  Environmental  Health  Sciences  (FVjyattles) 

75J.0862 

(755) 

4 

1.  Rsvo<ving  Funds 

2.  Trust  Funds 

3.  Pilot  Program 

4.  Sutxstanllal  Commercial  ActMiy 

5.  Not  Covered  by  Law 

6.  Not  an  Acifve  Account  
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ANALYSIS  OF  HHS  ACCOUNTS  UNDER  THE  CHIEF  RNANCIAL  OFFICER  LEGISUTION 


^.^■'^v*  " ^  Ammvlallai  Accmrri TUB*            >  Z*' 

OutiaviinFYAQ 

Code 

NIH 

Nttlonai  HoAft,  Lung,  and  Blood  Instltif^c 

7S_0872 

9 

National  Hsart,  Lung,  and  Blood  Institute  (Royaltlss) 

75JL0872 

4 

National  Instltuta  of  Dental  Research 

750373 

490  All  Kcn 

K 

3 

National  Institute  of  Dental  Research  (Floyatiles) 

75JL0873 

5,478 

National  institute  of  OUbetes,  and  OlgBstlve  arid  Kidney  Diseases 

7S_0884 

SSO  lis  ifil 

5 

Nat  (rtst  of  Diabetes.  &  Digestive  &  Kidney  IXseases  (Royalties) 

7SJ'_0884 

7,635 

^ 

National  Institute  of  AHergy  ■'id  Infectious  Diseases 

TS.OSSS 

675,135,691 

5 

National  instliuta  of  Allergy  &  Infectious  Diseases  (Royalties) 

7SJL08fl5 

4 

National  Institute  of  Neuroioglcal  Disorders  and  Stroke 

7S_0886 

523  726  706 

5 

National  Institute  of  Neurological  Olsoftfers  &  Stroke  (Royalties) 

7SJL0886 

Q 

4 

Natlortal  Eye  Institute 

75  0837 

231 

5 

National  Institute  of  Arthritis  &  Muscuiosfceleta]  &  Skin  Diseases 

75_0888 

161  IQfl  731 

101,  IVO.f 

5 

National  Center  for  Nursing  Research 

Tslosas 

25,530.972 

5 

National  Institute  on  Deafness  &  Other  Communtcatlon  0(»xders 

75.0890 

38,287^07 

5 

National  Center  for  Human  Qeoome  Research 

75.0891 

0 

5 

Management  Fund,  NIH 

75.3966 

(10,165.669) 

1 

Management  Fund,  NIH  (Royalties) 

75_/j3966 

1,100 

4 

Service  and  supply  Fund,  nih 

75X4554 

(1,299,495) 

1 

Cooperative  Research  and  Development  Agreements  (NIH) 

75X5145 

0 

1 

National  Institutes  of  Health  UrKorxJItlonal  Gift  Furxl 

75X8248 

1.696.213 

2 

National  Institutes  of  Health  Corxlitlonal  Gilt  Fund 

75X82S3 

121.458 

2 

Patients'  Benefit  Fund,  National  InstitutK  of  Health 

75X8888 

56!255 

2 

AD  AW  HA 

Federal  Subsidy  for  Saint  Blzabeths  Hospital 

75.1300 

22,049.042 

5 

-  -, .. , 

Constrixrtlon  and  Renovation,  Saint  Bizal>eths  Hospital 

75X1312 

26.608 

6 

Alcohol,  Drug  Abuse,  and  Mental  Health 

75.1361 

1,173.163.123 

5 

Alrnhnl  fVitn  AhiicA  mni  Manfal  M*Alth  mAvahloct 

75_y  ^3g| 

(6,686) 

4 

Cooperative  Research  and  Development  Agreemenu  (AOAMHA) 

75X5147 

0 

1 

Saint  Bizabeths  Hospital  Uncooditional  Gift  Fund 

75X8555 

(3.308) 

2 

Patients'  Benefit  Fund,  Saint  EIIzat>ettis  Hospital 

75X8559 

0 

OASH 

Retirement  Pay  and  Medical  Benefits  for  Commissioned  Officers 

75_0379 

103.581.509 

5 

Office  of  the  Assistant  Secretary  for  Health 

75.1101 

81,589.646 

5 

Scientific  Activities  Owseas.  Special  Foreign  Cuaency  Program 

75X1102 

1,310.822 

5 

Service  ajyj  Supply  Fund.  OASH 

75X4552 

(5,640.633) 

1 

Public  Health  Service  Unconditional  Gift  Fund 

75X8249 

236,940 

2 

Health  Care  Policy  and  (Research 

75.1700 

0 

5 

HCFA 

'rogram  Management,  HCFA 

75.0511 

90.544.852 

5 

Srants  to  States  for  Medicaid 

75X0512 

34.603.975.842 

5 

Payments  for  Credits  against  Health  Care  Contributions 

75X0513 

554.580.379 

5 

Payments  to  Health  Care  Trust  Funds 

75.0580 

31,227.000.000 

5 

hiealth  Maintenance  Oroanizallon  Leon  &  Loan  Guarantee  Fund 

75X4420 

(2.960,714) 

1 

Survey  and  Cenillcatloo  Revolving  FHjnd 

75X4421 

0 

6 

Federal  Supplementary  Medical  Insurance  Trust  Fund 

7520X8004 

38.215.178.826 

2 

Federal  Hospital  Insurance  Trust  Fund 

7520X8005 

58.237328.066 

2 

Catastrophic 

75X8184 

0 

6 

RevoMng  Funds 
Trust  Funds 
Pilot  Program 

Substantial  Commercial  Aarvity 
Not  Covered  by  Law 
Not  an  Active  Account 
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ANALYSIS  OF  HHS  ACCOUNTS  UNDEH  TME  CHIEF  RNANCIAL  OFRCER  LEGISLATION 


Aoency 

 *                                           i  r  r  mint  Tltlla 

.  SiyRCOl 

uuuays  in  ri  to 

Code 

• 

SSA 

Payments  to  Sodal  Sdcurtty  Trust  Funds 

75.0404 

t3,B6S.895.9B2 

3 

Supplemental  Security  Income  Program 

75X0406 

12,554.726.832 

3 

Spedal  Benenis  for  Disabled  Coal  Miners 

75X0409 

892.712,012 

3 

Payments  for  Credits  apalnst  Social  Security  Contrajutions 

75X0440 

2,288.130.954 

3 

Federal  Otd-Aoe  and  Survivors  Insurance  Trust  Fund 

7520X8006 

208.711.194.411 

3 

\-  "• 

Federal  Disabinty  Insurance  Trust  Fund 

7520X8007 

23.486,533.296 

3 

.   ■•  ■  ■  ■_ 

Umiutlon  on  Admlnlstralive  Expenses  (SSA) 

75X8704 

1.429,560.395 

3 

-  FSA 

79,183,533 

e 

9 

75X1501 

44  4££  cDn  oeMt 

S 

uvw  II  wiT»«  nufno  dictPj  ASSisuncv 

75_1S02 

1.393,250,190 

S 

Relueee  and  Entrant  Assistance 

75.1503 

388,433.131 

5 

Community  Service  Block  Grant 

75.1504 

383.073.066 

5 

Interim  Assistance  to  States  for  Legalization 

75.1508 

322,715.495 

5 

Payments  to  Stales  for  AFDC  Wortc  Programs 

75.1509 

85,511^06 

5 

Girts  and  Contributions,  Community  Services  Administration 

75X8905 

0 

2 

HOS 

75.1634 

2,655,735,775 

5 

Grants  to  States  for  Sodal  and  Ctiltd  Welfare  Services 

75X1634 

832.949 

5 

hluman  Development  Services 

75.1636 

2,835,339.055 

5 

Payments  to  States  for  Foster  Care  ai>d  Adoption  Assistance 

75ll64S 

1.343.881.531 

5 

OS 

General  Departmental  Management 

75.0120 

80.555.013 

5 

Policy  Rasearct) 

75.0122 

4.855.847 

5 

Office  of  the  Inspector  General 

75.0128 

36.776.719 

5 

-  ■  ■ 

Office  for  Civil  Rights 

75.0135 

15,460.805 

5 

Off)ce  of  Consumer  Affairs 

75.0137 

1,627.902 

5 

IVorking  Capital  Fund,  OS 

75X4503 

7.042,040 

1 

1.  ReN^wing  Funds 

2.  Trust  Funds 

3.  Pilot  Program  : 

4.  Substantial  Commercial  Activity 

5.  Not  Cowed  by  Law 

6.  Wot  an  Active  Account  
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Enclosure  B 


USTING  OFHHS  ACCOUNTS  WHICH  ARE  AFFECTED  BY  FY  1991  WAIVER  REQUEST 


Agency 


iftjgi'ApprDpriation  Acaount  THila 


{HRSA 


ADAMHA 


CASH 
HCFA 


FSA 


Salaries  and  Expenses.  FDA  (Royalties) 
Cooperativa  Research  and  Development  Agreements  (FDA) 
Food  and  Drug  Administration  Uncomnditional  Gift  Fund 

Health  Resources  and  Services 
Health  Prtofessions  &  Nursing  Student  Loans  (HRSA) 
Consolidated  Working  Rmd  (HRSA) 
Medical  Facilities  Guarantee  and  Loan  Fund 
Health  Professions  Graduate  Student  Loan  Fund 
Nurse  Training  Fund 
Health  Professions  Education  Fund 
Vecdne  iitjury  Compensation 
Vacdne  Improvement  Program  Trust  Fund 
PubDc  Health  Senrice  CondlUonal  Gift  Fund.  HRSA 
Patients'  Benefit  Fund.  PHS  Hospitals.  HRSA 

Indian  Hoaiih  Services 
Indian  Health  Services  (Medlcare/Medicaid) 
Incfian  Health  Facilities 

Consolidated  Working  Fiind  (Grants  for  Research,  IHS) 
Rents  &  Charges/Operation  &  Maintenance  of  Quarters  (IHS) 
Contributions.  Indian  Health  Facilities 

Disease  Control,  Research,  and  Training 
Cooperative  Research  and  Development  Agreements  (CDC) 
Hazardous  Substance  Trust  Fund  (T ransf er  from  EPA) 
Gifts  and  Donations.  CDC 

National  Institute  on  Aging  (Royalties) 

National  Inst  of  Child  Health  &  Human  Dev  (Royalties) 

Office  of  the  Director,  NIH  (Royalties) 

National  Cancer  Institute  (Royalties) 

National  institute  of  Environmental  Health  Sciences 

National  Institute  of  Environmental  Healtti  Sciences  (Royalties) 

National  Heart.  Lung,  and  Blood  Institute  (Royalties) 

National  Institute  of  Dental  Research  (Royalties) 

Nat  Inst  of  Diabetes,  &  Digestive  &  Kidney  Diseases  (Royalties) 

National  Institute  of  Allergy  &  Infectious  Diseases  (Royalties) 

National  Institute  of  Neurological  Disorders  &  Stroke  (Royalties) 

Management  Fund.  NIH  (Royalties) 

Cooperative  Research  and  Development  Agreements  (NtH) 

National  Institutes  of  Heaitii  Unconditional  Gift  Fund 

National  Institutes  of  Health  Conditional  Gift  Fund 

Patients'  Benefit  Fund.  National  Institutes  of  Heaitii 

Alcohol,  Drug  Abuse,  and  Mental  Health  (Royalties) 
Cooperative  Research  &  Development  Agreements  (ADAMHA) 
Saint  Elizabeths  Hospital  Unconditional  Gift  Fund 

Public  Heaitii  Service  Unconditional  Gift  Fund 

Healtti  Maintenance  Org.  Loan  &  Loan  Guarantee  Fund 
FederaJ  Supplementary  Medical  Insurance  Trust  Fund 
Federal  Hospital  Insurance  Trust  Fund 

Gifts  and  Contributions.  Community  Services  Administration 
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Question.     In  the  past,  you  have  said  that  a  lack 
of  government-wide  accounting  standards  limits  the 
auditing  work  that  can  be  performed.     Will  the  CFO  Act 
change  this? 

Answer.     One  of  the  problems  which  we  think  will 
be  found  in  the  preparation  of  financial  statements  is 
the  lack  of  coverage  in  the  current  accounting 
standards  for  dealing  with  certain  financial 
arrangements  that  the  Federal  government  makes. 
Generally,  such  financial  arrangements  are  not 
acknowledged  through  transactions  in  the  accounting 
records . 

For  example,  the  government  has  a  reversionary 
interest  in  funds  and  assets  provided  to  grantees  on  a 
conditional  basis.     When  we  know  that  a  certain  segment 
of  the  grantee  population  is  not  complying  with  these 
conditions,  should  we  treat  the  applicable  funds  or 
assets  as  accounts  receivables  or  perhaps  as  some  kind 
of  a  contingent  receivable?    Generally  accounting 
standards  do  not  recognize  contingent  receivables. 

These  kinds  of  issues  may  be  difficult  for 
auditors  to  address  because  there  may  be  problems  in 
finding  suitable  guidance  for  handling  them.  These 
issues  will  not  make  it  impossible  to  audit  the 
statements,  but  may  result  in  the  need  for  numerous 
explanations  of  why  the  auditors  could  not  reach  a 
conclusion  about  whether  the  financial  statements  are 
fairly  stated. 

The  passage  of  the  CFO  Act  will  not  directly 
effect  an  improvement  in  Federal  accounting  standards. 
However,  the  creation  of  the  Federal  Accounting 
Standards  Advisory  Board  (FASAB)  may  result  in  a  long- 
range  improvement  in  this  situation.     The  FASAB  was 
created  at  about  the  same  time  the  CFO  Act  was  passed. 
It  was  created  to  bring  about  improvements  in  Federal 
accounting  standards  and  to  put  in  place  a  process  for 
developing  accounting  standards  on  a  broader  authority 
than  was  previously  the  case.     Previously,  Federal 
accounting  standards  were  promulgated  by  the  General 
Accounting  Office.     The  FASAB  has  a  composition  which 
is  quite  broad;  it  should  thus  result  in  standards 
which  are  more  broadly  accepted  by  the  Federal 
financial  management  community.     As  the  FASAB  becomes 
productive,  the  issues  which  management  and  auditors 
find  troublesome  in  the  preparation  and  audit  of 
financial  statements  should  be  considered  and  resolved. 

Question.     Are  you  in  favor  of  the  Department's 
request  to  waive  the  CFO  Act's  audit  requirements  for 
some  parts  of  HHS? 

Answer.     As  I  stated  in  my  testimony,  I  support 
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moving  ahead  with  the  auditing  of  financial  statements 
as  quickly  as  possible.     However,  adequate  financial 
systems  may  not  be  in  place  to  prepare  financial 
statements  at  this  point  in  time. 

Question.     In  your  opinion,  would  financial 
statements  of  Federal  agencies  be  useful  for  this 
Committee?     If  so,  what  types  of  information  should  be 
provided  in  the  statements? 

Answer.     In  our  opinion.  Federal  agency  financial 
statements  could  become  very  useful  to  the  Committee. 
Presuming  that  financial  statements  include  information 
on  such  areas  as  outputs,  accomplishments  or 
productivity,  and  combine  this  with  information  on  the 
cost  of  these  efforts,  then  there  will  be  great  benefit 
from  the  statements.     Comparing  the  information  in  such 
statements  over  several  years  should  inform  the 
Committee  whether  productivity  is  increasing  and/or 
whether  the  cost  of  production  is  being  reduced.  Such 
information  could  be  of  use  in  determining  the  effects 
of  budget  cuts  on  program  outputs  or  the  additional 
funding  needed  to  produce  increases  in  program  outputs. 

INDIRECT  COSTS 

Question.     Mr.  Kusserow,  as  you  know,  the  issue  of 
indirect  costs  has  been  in  the  news  recently  after  it 
was  reported  that  Stanford  University  is  including  the 
cost  of  the  university  yacht  in  its  NIH  indirect  costs 
reimbursements.     As  you  probably  know,   indirect  costs 
range  from  6.3  percent  for  the  foundation  at  the  New 
Jersey  Institute  of  Technology  to  155  percent  for  the 
Michigan  Cancer  Foundation.     For  colleges  and 
universities  the  rate  ranges  from  26.3  percent  for  New 
Mexico  State  University  to  108  percent  for  Gettysburg 
College. 

Mr.  Kusserow,  do  you  believe  that  we  should  focus 
on  the  question  of  indirect  costs?     Does  the  system 
need  to  be  reformed? 

Answer.     Yes,   I  believe  we  should  focus  on  this 
question.     Indirect  costs  represented  about  4  6  percent 
of  total  direct  NIH  research  dollars  expended  in 
FY  1989,  or  about  $1.2  billion  of  the  total  cost  of 
doing  research  at  colleges  and  universities.     This  is 
obviously  a  significant  part  of  the  total  cost  of 
research  and  requires  our  close  attention.     Also,  as 
illustrated  by  the  revelations  coming  out  of  the 
Stanford  situation,  we  need  to  be  concerned  about  those 
items  of  cost  which  are  charged  to  Federal  research 
through  the  indirect  cost  process. 

You  note  in  your  question  that  indirect  costs  vary 
significantly  among  Federal  grantees,   and  I  share  your 
concern  in  this  area.     Our  studies  have  shown  that  for 
major  colleges  and  universities  (118  receiving  $6 
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million  or  more  in  research)  under  the  cognizance  of 
our  Department,  the  rates  as  of  November  1990  varied 
from  a  low  of  37  percent  to  a  high  of  77  percent.  The 
average  rate  for  these  schools  is  about  51  percent.  We 
are  currently  planning  to  study  some  of  the  reasons 
often  cited  as  contributing  to  these  variances.  For 
example,  we  will  be  reviewing  the  level  of  salaries  at 
private  versus  public  schools,   facilities  replacement 
(infrastructure  concerns) ,  and  energy  costs. 

Clarification  is  required,  however,  regarding  the 
specific  examples  cited  in  the  Committee's  question. 
The  108  percent  rate  for  Gettysburg  College  is  a 
percentage  of  direct  salaries  and  wages,  while  the 
rates  for  the  larger  universities  are  percentages  of 
total  direct  costs  (less  certain  exclusions  such  as 
equipment  purchases) .     The  0MB  indirect  cost  guidelines 
permit  two  methods  for  computing  indirect  cost  rates  by 
colleges  and  universities:     a  simplified  method  for 
small  colleges,  which  produces  an  indirect  cost  rate 
expressed  as  a  percentage  of  direct  salaries  and  wages, 
and  a  "regular"  method  for  larger  institutions,  which 
results  in  a  rate  expressed  as  a  percentage  of  total 
direct  costs.     Since  the  two  types  of  rates  are 
expressed  as  percentages  of  a  different  group  of  direct 
costs,  they  are  really  not  comparable. 

Gettysburg  College  qualifies  as  a  "small  college" 
under  the  0MB  guidelines,  since  it  has  only  one  small 
Federal  grant   (funded  at  $86,000)  which  reimburses 
indirect  costs.     The  college  has  also  elected  to  treat 
all  employee  fringe  benefit  costs  as  indirect  costs, 
while  most  other  institutions  directly  charge  these 
costs.     The  effect  of  both  practices  is  essentially  the 
same,  and  both  are  permitted  by  the  0MB  guidelines.  If 
the  indirect  cost  rate  for  Gettysburg  College  were 
expressed  as  a  percentage  of  total  direct  costs  (with 
fringe  benefits  treated  as  direct  costs) ,  the  rate 
would  be  about  50  percent.     A  similar  situation  exists 
for  the  Michigan  Cancer  Research  Foundation. 

Conversely,   the  2  6.3  percent  rate  cited  for  New 
Mexico  State  University  is  not  the  University's  regular 
indirect  cost  rate  for  on-campus  research  projects; 
instead,  it  is  a  special  indirect  cost  rate  for  the 
University's  Physical  Science  Laboratory.     These  types 
of  laboratories  usually  have  low  rates,  since  they  are 
frequently  constructed  and  equipped  with  direct  Federal 
funds  and  often  charge  certain  costs  directly  that  are 
treated  as  indirect  for  regular  on-campus  research 
projects.     The  regular  on-campus  research  rate  at  New 
Mexico  State  University  is  currently  43.2  percent. 

With  regard  to  the  second  part  of  your  question, 
we  have  a  number  of  studies  both  underway  and  planned 
which  will  deal,   in  part,  with  the  adequacy  and 
effectiveness  of  the  current  process  for  reimbursing 
indirect  costs.     Our  reviews  will  consider  the  need  for 
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making  changes  to  this  system.     For  example,  one  of  our 
reviews  will  examine  the  types  of  expenditures  included 
in  indirect  cost  centers  and  eventually  allocated  to 
Federal  research.     Our  reviews  will  not  be  limited  to 
determining  whether  charges  are  allowable  under  0MB 
Circular  A-21.     We  will  also  review  the  cost  principles 
in  0MB  Circular  A-21  to  determine  whether  they 
effectively  ensure  the  inclusion  of  only  reasonable 
costs.     For  example,  in  the  Stanford  situation  we  have 
seen  that  certain  costs  which  are  currently  allowable 
under  A-21  appear  to  have  no  direct  or  indirect 
relationship  to  research. 

Other  reviews  we  have  planned  will  explore  the  use 
of  alternative  methods  of  reimbursing  indirect  costs, 
such  as  the  use  of  fixed  rates  or  caps.     Other  options 
may  emerge  as  our  reviews  progress  and  as  we  gain  more 
experience  and  insight  into  this  complex  process.  We 
are  finalizing  a  set  of  work  plan  items  that  will 
address  the  changes  that  may  be  needed  in  this  process, 
to  ensure  that  only  allowable  and  properly  allocable 
costs  that  are  appropriate  in  supporting  research  are 
charged  to  the  Federal  research  effort.     We  will 
provide  you  with  a  copy  of  our  work  plan  under  separate 
cover,  and  will  advise  you  of  the  results  of  our 
studies  and  recommendations  as  they  are  completed. 

Finally,  we  would  note  that  my  office  has  been 
working  very  closely  with  the  Department's  Division  of 
Cost  Allocation  (DCA)   —  an  office  within  the  Assistant 
Secretary  for  Management  and  Budget  which  negotiates 
indirect  cost  rates  at  colleges  and  universities.  We 
perform  joint  reviews  with  the  DCA  at  selected  schools 
which  they  have  identified  as  requiring  a  more 
intensive  examination  of  records  supporting  indirect 
cost  proposals.     About  20  schools  have  been  identified 
for  such  review  in  FY  1991.     Our  experience  to  date 
shows  that  these  reviews  have  been  effective  in 
identifying  unallowable  or  improperly  allocated 
indirect  costs. 

SUBCOMMITTEE  RECESS 

Senator  Harkin.  The  subcommittee  will  stand  in  recess  to  recon- 
vene at  2  p.m.,  when  we  will  meet  to  hear  from  the  Administrator 
of  the  Health  Care  Financing  Administration,  Gail  R.  Wilensky. 

[Whereupon,  at  12:36  p.m.,  Thursday,  March  7,  the  sub- 
committee was  recessed,  to  reconvene  at  2  p.m.,  the  same  day.] 


(Afternoon  Session,  2:02  p.m.,  Thursday,  March  7, 1991) 

The  subcommittee  met  at  2:02  p.m.,  in  room  SD-192,  Dirksen 
Senate  Office  Building,  Hon.  Tom  Harkin  (chairman)  presiding. 
Present:  Senators  Harkin,  Bumpers,  Reid,  Specter,  and  Gorton. 

DEPARTMENT  OF  HEALTH  AND  HUMAN  SERVICES 

Health  Care  Financing  Administration 

STATEMENT  OF  GAIL  R.  WILENSKY,  ADMINISTRATOR 

OPENING  REMARKS  OF  SENATOR  TOM  HARKIN 

Senator  Harkin.  The  Subcommittee  on  Labor,  Health  and 
Human  Services,  Education,  and  Related  Agencies  will  come  to 
order. 

This  afternoon  we  are  going  to  hear  from  two  Grovemment  agen- 
cies, the  Health  Care  Financing  Administration  and  the  Social  Se- 
curity Administration. 

These  agencies  are  particularly  important  to  our  ever-increasing 
nimibers  of  elderly  citizens  because  of  the  programs  they  admin- 
ister: Medicare  and  Social  Security.  They  are  important,  too,  for 
the  less  well-off  in  our  society,  no  matter  what  their  age,  because 
of  their  responsibilities  in  the  areas  of  Medicaid  and  disability  ben- 
efits and  SSI. 

This  subcommittee  has  jurisdiction  over  the  administrative  costs 
necessary  for  proper  implementation  of  these  entitlement  pro- 
grams. 

The  Health  Care  Financing  Administration  [HCFA]  administers 
the  Medicaid  and  Medicare  programs. 

The  Federal  benefits  projected  to  be  paid  out  to  these  two  pro- 
grams total  $187  bilHon  in  fiscal  year  1992;  $126.7  billion  is  for 
Medicare  berfefits,  and  $59.8  billion  is  for  the  Federal  share  of 
Medicaid. 

To  administer  these  two  enormous  programs,  the  administration 
has  requested  $1.89  billion  in  fiscal  year  1992  or  9  percent  less 
than  fiscal  year  1991. 

The  Social  Security  Administration  will  disburse  an  estimated 
$307  billion  in  benefits  in  fiscal  year  1992.  To  administer  the  pro- 
gram, the  administration  has  requested  $4.5  billion  or  9  percent 
more  than  fiscal  year  1991.  I  am  going  to  repeat  that  for  emphasis. 

The  administration  has  requested  9  percent  less  this  year  for 
these  two  programs,  but  to  administer  the  programs  they  require 
9  percent  more.  Interesting. 

In  the  case  of  both  the  Health  Care  Financing  Administration 
and  Social  Security  Administration,  workloads  are  projected  to 
grow  far  in  excess  of  the  rate  of  growth  of  the  funds  requested  to 
administer  these  programs.  I  am  concerned  the  administration's  re- 
quest may  not  be  able  to  meet  that. 
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The  Secretary  echoed  this  concern  by  stating,  "The  means  of  pro- 
viding benefits  are  seriously  threatened  by  the  level  of  resources" 
for  their  administration  which  0MB  has  suggested.  Funding  for 
these  two  major  agencies  may  well  be  $500  million  short  of  the 
true  needs. 

Total  spending  for  HCFA  and  the  Social  Security  Administration 
will  be  $494  billion  or  34  percent  of  the  Government's  total  spend- 
ing. Needless  to  say,  situations  of  fraud,  waste,  abuse  occur  in 
agencies  of  this  size  and  we  intend  to  talk  about  several  cases  this 
afternoon. 

At  this  point,  I  will  leave  the  record  open  for  any  opening  state- 
ment that  Senator  Specter  may  wish  to  make. 

Our  first  witness  this  afternoon  will  be  Dr.  Gail  Wilensky,  Ad- 
ministrator of  the  Health  Care  Financing  Administration. 

Welcome  again  to  the  subcommittee,  Dr.  Wilensky.  If  you  could 
give  us  a  brief  summary  of  your  budget  request,  I  would  appreciate 
that.  And  that  will  leave  us  a  little  bit  more  time  for  questions.  Of 
course,  your  entire  statement  will  be  made  a  part  of  the  record  in 
its  entirety.  Please  proceed  as  you  so  desire. 

Dr.  Wilensky.  Thank  you. 

SUMMARY  STATEMENT 

Mr.  Chairman,  I  am  pleased  to  be  here  today  to  discuss  the  fiscal 
year  1992  HCFA  budget  request.  I  was  sworn  in  as  HCFA  Admin- 
istrator only  2  days  before  my  appearance  here  last  year.  But  even 
then,  HCFA's  central  task  for  the  foreseeable  future  was  clear:  To 
control  the  growth  in  program  expenditures  while  remaining  re- 
sponsive to  the  needs  of  the  Medicaid  and  Medicare  populations 
that  we  serve. 

Only  by  working  together  can  the  administration  and  the  Con- 
gress hope  to  achieve  this  objective  and  to  maintain  our  progress 
in  today's  changing  health  care  environment. 

Our  1992  budget  attempts  to  strike  a  workable  balance  among 
the  competing  demands  that  we  face:  The  rapid  escalation  of  health 
care  costs,  the  steady  stream  of  program  changes  mandated  each 
year  in  Medicare  and  Medicaid  legislation,  the  growing  number  of 
program  participants,  and  the  fiscal  constraints  imposed  by  the 
Federal  deficit  and  embodied  in  the  Budget  Enforcement  Act. 

In  developing  the  HCFA  budget,  it  was  not  easy  to  reconcile 
these  demands.  We  were  faced  with  choices  that  were  difficult,  but 
necessary.  With  you,  we  share  the  dilemma  of  managing  huge  and 
growing  entitlement  programs  in  an  era  of  spending  caps  on  discre- 
tionary programs. 

We  at  HCFA  are  satisfied,  however,  that  in  each  successive  stage 
of  the  formulation  of  our  budget,  a  wide  range  of  alternatives  was 
explored.  Our  budget  represents  the  administration's  best  judg- 
ment of  the  most  appropriate  balance  among  competing  priorities. 
It  will  not  be  easy,  but  we  will  work  creatively  to  live  within  the 
budget  that  we  have  requested. 

At  this  time,  I  would  like  to  briefly  highlight  each  of  the  accounts 
under  the  jurisdiction  of  this  subcommittee:  Grants  to  States  for 
Medicaid,  payments  to  the  health  care  trust  funds,  program  man- 
agement, and  the  proposed  survey  and  certification  revolving  fund. 
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Medicaid  is  the  largest  source  of  funding  for  the  health  care 
needs  of  low-income  Americans.  It  will  serve  nearly  29  million  citi- 
zens in  1992.  Of  these,  approximately  13  percent  are  elderly,  15 
percent  are  blind  and  disabled,  24  percent  are  other  adults,  and 
nearly  one-half  are  children. 

The  1992  Medicaid  budget  request  is  $60  biUion,  $57  billion  for 
benefit  pajnnents  and  $3  billion  for  State  administration.  This  is  an 
increase  of  16  percent  over  1991. 

Although  this  rate  of  growth  is  very  high,  it  is  considerably  lower 
than  the  1991  increase,  which  is  now  projected  at  nearly  27  per- 
cent. 

The  pajnnents  to  the  health  care  trust  fiinds  appropriation  incor- 
porates Federal  contributions  to  the  Medicare  trust  funds.  By  far 
the  largest  of  these  is  the  general  revenue  subsidiary  of  part  B, 
which  finances  75  percent  of  part  B  expenditures. 

Because  of  the  substantial  savings  that  would  be  realized 
through  enactment  of  the  administration's  legislative  proposals,  our 
proposed  law  request  of  $39  billion  is  nearly  $1  billion  less  than 
the  current  law  projection. 

The  1992  program  management  request  encompasses  three  key 
agency  activities:  Research  and  demonstrations.  Medicare  con- 
tractors, and  administrative  costs.  It  anticipates  that  all  State  cer- 
tification and  clinical  laboratory  improvement  amendments  [CLIA] 
activities  will  be  financed  through  the  proposed  revolving  fund.  Our 
program  management  request  is  $1.9  billion.  This  is  $57  million 
less  than  the  comparable  1991  appropriation. 

I  would  now  like  to  discuss  the  highlights  of  the  individual  pro- 
gram management  activities. 

With  regard  to  research,  our  request  for  ongoing  research  activi- 
ties is  $36  million,  the  same  level  of  fimding  provided  in  the  1991 
appropriation.  More  than  60  percent  of  our  research  request  is  slat- 
ed for  congressional  mandates.  All  of  the  $6  million  proposed  for 
new  projects  would  be  devoted  exclusively  to  OBRA  90  mandates. 

No  funds  are  requested  for  rural  transition  grants  or  for  the  es- 
sential access  community  hospital  and  rural  primary  care  hospital 
[EACH/RPCH]  programs.  We  are  presently  evaluating  the  impact 
of  the  transition  grant  program,  which  in  the  past  2  years  has  re- 
ceived appropriations  totaling  $43  million. 

Our  1992  Medicare  contractor  request  is  $1.56  billion,  an  in- 
crease of  $5  million  over  the  1991  appropriation.  This  request  in- 
cludes $100  million  contingency  reserve.  In  the  formulation  of  the 
contractor  budget,  we  placed  primary  emphasis  on  claims  process- 
ing needs.  Our  request  will  support  the  processing  of  Medicare 
claims  within  the  statutory  timeliness  standard  of  17  to  24  days. 

The  decision  to  give  funding  priority  to  claims  processing  in- 
volves some  unavoidable  tradeoffs.  In  contractor  hearing  and  recon- 
sideration workloads,  we  project  delays  in  1992  of  more  than  250 
days.  During  the  current  fiscal  year,  the  contractors  are  able  to 
process  hearings  within  30  days.  It  should  be  noted  that  the  vast 
majority  of  Medicare  hearings  result  from  provider  appeals,  rather 
than  from  beneficiary  appeals. 

In  1992,  the  contractors  will  also  have  limited  resources  to  ad- 
dress inquiries  from  beneficiaries  and  providers.  During  the  fiscal 
year,  the  contractors  will  be  able  to  answer  less  than  one-third  of 
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new  inquiries.  In  order  to  maximize  efificiency  and  to  minimize  in- 
convenience, we  plan  to  increase  the  use  of  computerized  audio  re- 
sponse units  to  answer  telephone  inquiries.  Our  request  includes 
an  increase  of  14  percent  for  Medicare  secondary  payer  activities, 
which  have  a  greater  return  on  investment  than  the  other  payment 
safeguards.  We  strongly  support  the  targeting  of  scarce  appro- 
priated funding  toward  those  activities  with  the  highest  yields. 

Our  1992  administrative  cost  request  is  $298  million,  an  increase 
of  $28  million  over  the  comparable  1991  appropriation.  Approxi- 
mately three-quarters  of  this  increase  is  driven  by  factors  beyond 
our  control,  such  as:  Inflation,  postage,  rental  pa)mients,  and  man- 
datory increases  in  personnel  compensation.  Our  request  also  in- 
cludes $7.5  million  for  the  current  beneficiaries  survey.  This  under- 
taking will  improve  our  ability  to  assess  and  to  project  the  impact 
of  programmatic  changes  accurately,  both  on  beneficiaries  and  on 
the  budget.  It  will  prove  extremely  useful  to  policymakers,  includ- 
ing the  Congress. 

We  have  resubmitted  our  1991  proposal  to  establish  a  user  fee 
financed  survey  and  certification  revolving  fund.  The  new  account 
would  bring  together  HFCA's  three  health  facility  inspection  pro- 
grams: Medicaid  State  certification.  Medicare  State  certification, 
and  CLIA  inspections.  If  the  Congress  does  not  enact  our  user  fee 
proposal,  HCFA  will  require  an  appropriation  of  $286  million  be- 
yond our  current  request,  $195  million  in  program  management, 
and  $91  million  in  Medicaid. 

Our  revolving  fund  projections  assume  that  CLIA  implementa- 
tion will  begin  in  early  1992,  and  that  approximately  one-half  of 
the  Nation's  laboratories  will  be  surveyed  during  the  year.  If,  for 
any  reason,  the  necessary  CLIA  regulations  do  not  become  final 
until  later  in  the  year,  our  funding  and  user  fee  collection  projec- 
tions will  be  adjusted  downward. 

HCFA  and  the  Department  remain  committed  to  responsible  and 
timely  implementation  of  CLIA.  We  are  working  hard  to  implement 
this  complex  and  massive  program  as  quickly  as  possible. 

In  conclusion,  I  would  like  to  imderline  the  fact  that  our  budget 
request  is  the  product  of  many  long  and  sometimes  heated  discus- 
sions within  HCFA,  the  Department,  and  the  administration. 

PREPARED  STATEMENT 

There  are  no  easy  answers  to  the  looming  question  of  HCFA 
budgeting,  which  is:  How  can  we  best  administer  two  of  the  largest 
and  fastest  growing  Federal  entitlement  programs  within  the  con- 
fines of  the  strictly  limited  discretionary  budget? 

I  look  forward  to  providing  you  with  as  much  help  as  I  can  as 
you  begin  your  deliberations  on  our  1992  request. 

[The  statement  follows:] 
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STATEMENT  OF  GAIL  R.  WILENSKY 
Mr.  Chairman  and  Members  of  the  Subcommittee: 

I  am  pleased  to  present  to  you  today  the  fiscal  year  1992  budget  request  of  the  Health 
Care  Financing  Administration. 

I  was  sworn  in  as  HCFA  Administrator  only  two  days  prior  to  my  appearance  before 
you  last  year.  But  even  as  I  began  my  appointment,  the  agency's  central  task  for  the 
foreseeable  future  was  quite  clear:  to  control  the  growth  in  program  expenditures,  while 
remaining  responsive  to  the  needs  of  the  Medicaid  and  Medicare  populations  that  we 
serve.  Only  by  working  together  can  the  Administration  and  the  Congress  hope  to 
achieve  this  objective,  and  to  maintain  our  progress  in  a  health  care  environment  that  is 
in  constant  flux. 

The  FY  1992  HCFA  budget  is  an  attempt  to  strike  a  workable  balance  among  the 
often-competing  demands  that  we  face: 

•  the  rapid  escalation  of  health  care  costs  in  the  United  States; 

•  the  steady  stream  of  programmatic  change  mandated  each  year  in  Medicare  a 

and  Medicaid  legislation;  r  :  a  ^ 

•  the  growing  number  of  program  participants,  both  beneficiaries  and 

providers;  and 

•  the  necessary  fiscal  constraints  imposed  by  the  Federal  deficit,  and  embodied 

in  the  Budget  Enforcement  Act  of  1990. 

In  developing  the  FY  1992  HCFA  budget,  it  was  not  easy  to  reconcile  these  demands. 
We  were  faced  with  choices  that  were  difficult,  but  necessary.  With  you,  we  share  the 
concern  that  accompanies  the  responsibility  of  managing  huge  and  growing  entitlement 
programs  in  an  era  of  statutory  spending  caps  on  discretionary  programs. 

We  at  HCFA  are  satisfied,  however,  that  at  each  successive  stage  in  the  formulation  of 
our  budget,  a  wide  range  of  alternatives  was  explored.  The  relative  advantages  and 
disadvantages  of  each  budgetary  and  policy  option  were  presented,  argued,  and  carefully 
considered.  Our  budget  represents  the  Administration's  best  judgment  of  the  most 
appropriate  balance  between  competing  priorities.  It  won't  be  easy,  but  we  will  work 
creatively  to  live  within  the  budget  that  we  have  requested. 
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At  this  time,  I  would  like  to  briefly  highlight  each  of  the  accounts  under  the  jurisdiction 
of  this  Subcommittee:  Grants  to  States  for  Medicaid,  Payments  to  Health  Care  Trust 
Funds,  HCFA  Program  Management,  and  the  proposed  Survey  and  Certification 
Revolving  Fund. 

vf:  Grants  to  States  for  Medicaid 

Medicaid  is  the  largest  source  of  funding  for  the  health  care  needs  of  low-income 
Americans.  The  program  will  serve  nearly  29  million  citizens  in  FY  1992  --  almost 
6  percent  more  than  in  FY  1991.  Of  this  Medicaid  population,  approximately 
13  percent  are  elderly;  15  percent  are  blind  and  disabled;  24  percent  are  other  adults, 
primarily  AFDC  recipients;  and  nearly  half  are  children. 

The  FY  1992  Medicaid  budget  request  is  $59.8  billion:  $56.8  billion  for  benefit 
payments,  and  $3  billion  for  State  administration.  This  request  represents  an  increase 
of  16  percent  over  FY  1991.  Although  this  rate  of  growth  is  very  high,  it  is 
considerably  lower  than  the  FY  1991  increase,  which  is  now  projected  at  nearly 
27  percent  over  FY  1990. 

Our  Medicaid  request  anticipates  Congressional  acceptance  of  the  Administration's 
proposal  to  finance  Medicaid  State  Certification  activities  through  the  user  fee-financed 
Survey  and  Certification  Revolving  Fund.  It  includes  $362  million  associated  with  the 
program  expansions  mandated  by  OBRA  90.  Also  included  in  our  request  is  the 
$300  million  impact  of  the  1990  Supreme  Court  case,  Zebley  v.  Sullivan,  which 
expanded  the  number  of  disabled  children  eligible  to  receive  Medicaid  benefits. 

Our  FY  1992  legislative  program  includes  a  proposal  to  allow  States  to  expand 
medically  needy  eligibility  for  children  and  pregnant  women.  Currently,  children  and 
pregnant  women  with  incomes  even  slightly  above  the  poverty-related  threshold  must 
"spend  down"  -  in  many  cases  well  below  poverty  -  before  they  can  qualify  for 
Medicaid.  By  allowing  States  more  flexibility  in  setting  medically  needy  standards  for 
these  groups,  we  would  remove  an  impediment  to  health  care  access  for  some  of  our 
most  vulnerable  citizens. 
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Payments  to  Health  Care  Trust  Funds 
The  Payments  to  Health  Care  Trust  Funds  account  incorporates  several  distinct  Federal 
contributions  to  the  Medicare  Trust  Funds.  By  far  the  largest  of  these  is  the  Federal 
general  revenue  subsidy  of  Supplementary  Medical  Insurance,  Medicare  Part  B.  This 
subsidy  finances  75  percent  of  Part  B  expenditures. 

Because  of  the  substantial  Part  B  savings  that  would  be  realized  through  enactment  of 
the  Administration's  legislative  proposals,  our  proposed  law  request  of  $38.5  billion  is 
nearly  $1  billion  less  than  the  current  law  projection. 

Program  Management 
The  FY  1992  Program  Management  request  encompasses  three  key  agency  activities: 
Research  and  Demonstrations,  Medicare  Contractors,  and  Administrative  Costs.  It 
anticipates  that  all  State  Certification  and  Clinical  Laboratory  Improvement 
Amendments  (CLIA)  activities  presently  incorporated  in  the  Program  Management  ^  ^ 
account  will  be  financed  through  the  new  Survey  and  Certification  Revolving  Fund. 
Our  Program  Management  request  is  $1.9  billion,  $57  million  less  than  the 
comparable  FY  1991  appropriation.  ' 

I  would  now  like  to  discuss  the  highlights  of  the  individual  Program  Management 
activities. 

Research 

HCFA  Research,  Demonstration,  and  Evaluation  projects  provide  the  Administration 
and  the  Congress  with  a  continuous  supply  of  the  information  required  to  make 
knowledgeable  decisions  on  program  policy.  Our  request  for  on-going  Research 
activities  is  $36  million,  the  same  level  of  funding  provided  in  the  FY  1991 
appropriation. 

More  than  60  percent  of  our  Research  request  is  slated  for  projects  and  studies 
mandated  by  the  Congress.  All  of  the  $6  million  requested  for  new  projects  would  be 
devoted  exclusively  to  OBRA  90  mandates. 

No  funds  are  requested  for  Rural  Health  Care  Transition  Grants,  or  for  the  Essential 
Access  Community  Hospital  and  Rural  Primary  Care  Hospital  (EACH/RPCH) 


a8_7l1    o— 91  8 


222 


programs.  We  are  presently  evaluating  the  impact  of  the  Transition  Grant  program, 
which  received  appropriations  ut  i)43  million  in  FYs  1990  and  1991. 

Medicare  Contractors 

The  Medicare  Contractors  carry  out  the  Government's  responsibility  to  pay  beneficiaries 
and  providers  in  a  timely  and  responsible  manner.  In  FY  1992,  they  will  process  a 
projected  669  million  Medicare  claims  --  77  million  more  than  in  FY  1991.  Our 
Contractors  request  is  $1.56  billion,  an  increase  of  $5  million  over  the  FY  1991 
appropriation.  This  request  includes  a  $100  million  contingency  reserve. 

In  the  formulation  of  the  Contractor  budget,  primary  emphasis  was  placed  on  claims 
processing  needs.  Our  request  will  support  the  processing  of  claims  within  the  statutory 
timeliness  standard  of  17  to  24  days. 

The  decision  to  give  funding  priority  to  claims  processing  involved  some  unavoidable 
trade-offs.  In  Contractor  hearing  and  reconsideration  workloads,  we  project  FY  1992 
delays  of  more  than  250  days.  During  the  current  fiscal  year,  the  Contractors  are  able 
to  process  hearings  within  30  days  following  request.  The  vast  majority  of  Medicare 
hearings  and  reconsiderations  are  provider  -  not  beneficiary  -  appeals.  We  are 
considering  a  legislative  change  that  would  allow  the  Contractors  to  effectively  fulfill 
their  hearing  responsibilities  within  the  limitations  of  our  FY  1992  budget  request. 

In  FY  1992,  we  will  also  have  limited  resources  to  address  inquiries  directed  to 
Medicare  Contractors  from  beneficiaries  and  providers.  We  project  that  during  the 
fiscal  year,  the  Contractors  will  be  able  to  answer  less  than  one-third  of  new  inquiries. 
In  order  to  maximize  the  efficiency  of  our  response  efforts,  and  to  minimize  the 
inconvenience  that  budgetary  constraints  will  place  on  beneficiaries  and  providers,  we 
plan  to  increase  the  use  of  computerized  audio  response  units  to  answer  telephone 
inquiries. 

Our  Payment  Safeguards  request  includes  an  increase  of  14  percent  for  Medicare 
Secondary  Payer  activities,  which  have  a  greater  return  on  investment  than  the  other 
Payment  Safeguards.  We  strongly  support  the  targeting  of  scarce  appropriated  funding 
to  the  activities  with  the  highest  yields. 
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Administrative  Costs 

The  Administrative  Costs  budget  provides  for  the  operating  expenses  of  HCFA.  For 
FY  1992,  it  anticipates  the  financing  of  survey  and  certification  administrative  costs  and 
FTEs  through  the  new  revolving  fund.  Our  request  is  $298  million,  an  increase  of 
$28  million  over  the  comparable  FY  1991  appropriation.  Approximately  three-quarters 
of  the  increase  in  Administrative  Costs  is  driven  by  factors  beyond  our  control,  such  as 
inflation,  postage,  rental  payments,  and  mandatory  increases  in  personnel  compensation. 

Our  request  includes  $7.5  million  for  the  continuation  of  the  Current  Beneficiary 
Survey.  This  undertaking  will  improve  our  ability  to  accurately  assess  and  project  the 
impact  of  programmatic  change  on  beneficiaries  and  on  the  budget.  The  Current 
Beneficiary  Survey  will  prove  extremely  useful  to  policymakers,  including  the  Congress, 
in  evaluating  the  impact  of  proposed  and  enacted  legislation. 

We  also  request  6  new  FTEs  and  an  additional  $1.1  million  for  the  preparation  of 
audited  financial  statements.  This  initiative  is  part  of  the  government-wide  effort  to 
enhance  Federal  financial  management  practices,  as  directed  by  the  Congress  in  the 
Chief  Financial  Officer  Act. 

Survey  and  Certification  Revolving  Fund 
The  President's  Budget  includes  a  resubmission  of  the  FY  1991  proposal  to  establish  a 
user  fee-financed  Survey  and  (\riitication  Revolving  Fund.  This  new  account  would 
bring  together  th^^three  HCl  A  health  facility  inspection  programs:  Medicaid  State 
Certification,  Medicare  State  Certification,  and  inspections  under  the  Clinical 
Laboratory  Improvement  Amendments  of  1988  (CLIA).  No  appropriation  is  requested 
for  these  activities,  all  of  which  would  be  self-supporting  under  the  Administration's 
proposal.  User  fees  would  totally  offset  the  projected  $881  million  in  operating 
expenses,  including  the  administrative  costs  associated  with  a  Federal  staff  of  550  FTEs. 

If  the  Congress  does  not  enact  this  user  fee  proposal,  HCFA  will  require  $286.4  million 
in  appropriated  funding  beyond  our  current  request:  $194.9  million  in  Program 
Management,  and  $91.5  million  in  Medicaid. 

Our  Revolving  Fund  projections  assume  that  CLIA  implementation  will  begin  in 
early  FY  1992,  and  that  approximately  one-half  of  the  nation's  estimated  312,000 
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laboratories  will  be  surveyed  during  the  year.  If,  for  any  reason,  the  necessary 
regulations  do  not  become  final  until  sometime  later  in  the  fiscal  year,  our  funding  and 
user  fee  collection  projections  will  be  adjusted  downward.  HCFA  and  the  Department 
remain  committed  to  responsible  and  full  implementation  of  CLIA,  and  are  diligently 
working  to  make  this  complex  and  massive  program  an  operational  reality  as  quickly  as 
possible. 

Conclusion 

Our  budget  request  is  the  product  of  many  long  and  deliberate  discussions  within  the 
agency,  the  Department,  and  the  Administration.  It  did  not  take  us  very  long  to 
discover  that  there  are  no  easy  answers  to  the  looming  question  of  HCFA  budgeting, 
which  is,  "How  can  we  best  administer  two  of  the  largest  and  fastest  growing  Federal 
entitlement  programs  within  the  confines  of  a  strictly  limited  discretionary  budget?"  I 
look  forward  to  hearing  your  opinions,  to  answering  your  questions,  and  to  providing  as 
much  help  as  I  can  to  you,  as  you  begin  your  deliberations  on  the  FY  1992  HCFA 
budget. 
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HEARINGS  BACKLOG 

Senator  Harkin.  Thank  you,  Dr.  Wilensky  for  your  statement. 

Let  us  first  pick  up  on  the  backlog,  because  that  is  what  I  am 
sure  I  hear  most  about  from  people.  And  I  would  assume  that  oth- 
ers, my  colleagues,  would  hear  the  most  about  that  too. 

[Chart.] 

Senator  Harkin.  Looking  at  this  chart  here,  we  are  seeing  the 
growth  in  the  

Senator  Reid.  Turn  that  a  little  more,  please.  I  cannot  see  it. 
Thank  you.  That  is  good. 

Senator  Harkin.  Everybody  see  that? 

The  President's  budget  estimates  there  will  show  you  that  we 
have,  and  I  think  you  may  have  even  mentioned  it,  no,  I  do  not 
know  if  you  mentioned  this  or  not,  6.9  million  net  by  1992,  with 
3.3  million  resolved. 

Yet,  the  budget,  Senator  Reid,  the  budget  for  handling  hearings 
and  appeals  is  cut  $47.5  million  or  63  percent.  It  is  cut  63  percent, 
yet  projected  workloads  are  expected  to  grow  5  percent  in  1992,  re- 
sulting in  backlogs,  as  the  graph  will  show  you  there,  of  6.9  million 
cases  Dy  the  end  of  1992.  It  is  further  my  understanding,  which 
you  might  correct,  I  do  not  know,  that  it  will  take  nearly  9  months, 
I  think  you  said  250  days  

Dr.  Wilensky.  Nine  months  is  accurate  enough. 

Senator  Harkin.  It  is  close.  To  process  most  reconsideration 
hearing  cases  in  1992.  That  is  up  from  1  month,  if  I  understand 
it,  this  year. 

How  acceptable  is  this  to  have  a  backlog  of  6.9  million  cases  and 
they  take  up  to  9  months  for  an  appeals  hearing? 

Dr.  Wilensky.  You  wasted  no  time  in  getting  to  the  crux  of  the 
matter.  We  were  facing,  as  I  indicated,  some  very  difficult  budget 
tradeoffs  in  a  verv  lean  year.  It  was  our  understanding  that  our 
foremost  responsibility  was  to  make  sure  that  claims  would  be 
processed  in  a  timely  manner,  making  sure  that  we  met  the  statu- 
tory requirement  for  timeliness  of  17-  to  24-day  processing  periods. 
We  will  fulfill  this  responsibility.  We  hope  to  be  well  within  statu- 
tory limits,  but  we  will  certainly  plan  to  be  within  them. 

Our  next  most  important  activity  had  to  do  with  maintaining 
payment  safeguards  to  assure  that  we  were  making  prudent  use  of 
the  trust  funds.  I  would  like  to  have  been  able  to  allocate  more 
funding  to  the  hearings  process.  I  do  not  want  to  say  that  these  de- 
cisions will  not  impose  any  burdens,  but  we  were  faced  with  very 
difficult  choices,  and  we  put  allocations  where  we  thought  they 
were  most  critical. 

Senator  Harkin.  Repeat  that  again?  Where  did  you  think  it  was 
most  critical? 

Dr.  Wilensky.  The  areas  that  we  believe  are  most  critical  were, 
first  and  foremost,  making  sure  that  claims  were  processed  in  a 
timely  way.  The  second  area  that  we  were  concerned  about  has  to 
do  with  the  payment  safeguards  and,  particularly,  to  make  sure 
within  the  Medicare  Secondary  Payer  Program  we  were  being  as 
prudent  as  we  could.  That  meant  that  we  were  going  to  face  a 
saueeze  in  the  place  that  we  thought  we  could  tolerate  it  best,  or 
where  impact  would  be  minimal,  namely  on  the  hearings  process. 
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I  do  not  want  to  indicate  that  I  do  not  think  this  choice  is  a  prob- 
lem. I  think  we  have  found  the  most  prudent  way  to  spend  our 
money.  We  need  to  put  it  in  the  areas  that  are  most  critical  first. 

Senator  Harkin,  It  just  seems  to  me  that,  again,  if  we  go  down 
this  path  next  year,  you  are  going  to  have  overlap  again  into  the 
year  following. 

Dr.  WiLENSKY.  That  is  correct. 

Senator  Harkin.  And  it  is  just  going  to  continue  to  get  worse. 

Dr.  WiLENSKY.  We  are,  however,  as  we  speak,  attempting  to  look 
at  a  number  of  activities  that  will  not  only  help  us  to  get  more  out 
of  the  money  that  we  have  available  for  our  contractor  budget,  but, 
in  particular,  we  will  try  to  encourage  the  use  of  electronic  claims 

Erocessing.  We  think  electronic  processing  is  not  only  more  timely, 
ut,  in  fact,  it  is  also  more  efficient. 

We  have  been  meeting  and  trying  to  go  through  a  number  of 
strategies  that  will  take  this  exceedingly  lean  budget  and  allow  us 
to  get  the  most  out  of  it  that  we  can.  And  so,  it  is  possible  that 
we  will  find  a  little  bit  more  that  we  can  provide.  But  right  now, 
this  is  our  best  estimate  of  how  the  allocation  of  dollars  will  occur 
if  we  are  to  put  the  money  first  and  foremost  in  claims  processing 
and,  second,  into  payment  safeguards. 

Senator  Harkin.  I  hope  you  are  right.  But  I  just  have  a  sense. 
My  sense  is  telling  me  afler  having  been  here  quite  a  while  that. 
Senator  Reid  and  Senator  Gorton,  if  we  go  down  this  path,  you  bet- 
ter get  your  offices  ready  for  the  incoming  fire  that  is  going  to  be 
coming  in  from  our  States.  Because  when  tnat  hits,  we  are  the  ones 
that  are  going  to  feel  it  because  they  are  going  to  be  on  us. 

Dr.  WiLENSKY.  It  comes  this  way,  too. 

Senator  Harkin.  What? 

Dr.  WiLENSKY.  It  comes  this  way,  too. 

Senator  Harkin.  From  us.  [Laughter.] 

That  is  right. 

I've  got  to  tell  you,  I  ask  this  question  first  because  you  are  right, 
it  gets  to  the  crux  of  it.  I  am  very  uneasy  about  this.  I  imderstand 
you  have  hard  decisions  and  choices  to  make.  And  I  understand 
what  you  are  saying  about  getting  to  the  electronic  claims  process- 
ing to  cut  down  on  tnis  kind  of  thing  happening  in  the  future. 

But  I  just  do  not  think  you  can  cut  back  this  severely  in  this  area 
and  not  have  some  severe  problems  next  year,  and  perhaps  the 
year  after. 

We  will  be  covering  that  in  more  detail  as  we  go  along. 

USER  FEES 

The  second  area  I  want  to  cover,  about  as  fast  as  this  one,  is  user 
fees.  Once  again,  you  are  proposing  to  offset  your  budget  request 
by  $286.4  mulion  from  the  collection  of  user  fees,  to  cover  the  cost 
of  monitoring  facilities,  such  as  nursing  homes,  that  receive  funds 
from  Medicare  and  Medicaid. 

Of  course,  these  were  proposed  last  year  and  rejected  by  Con- 
gress. 

Since  this  was  rejected  last  year,  why  did  you  not  just  request 
the  fimding  for  the  mandated  inspections? 

Dr.  WiLENSKY.  There  are  several  reasons.  In  the  first  place,  we 
think  that  employing  user  fees  makes  a  lot  of  sense,  and  that  this 
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is  an  appropriate  case  for  user  fee  collection.  In  the  second  place, 
we  are  planning  to  have  more  active  discussions  with  the  individ- 
uals who  had  seemed  to  regard  user  fees  as  not  desirable  last  year 
to  see  whether  or  not  we  cannot,  in  fact,  have  the  use  of  these  fees 
in  the  fiiture.  We  understand  that  we  have  got  to  do  our  homework 
better  in  order  to  come  to  agreement  on  employment  of  user  fees. 

With  regard  to  our  discretionary  spending,  we  are  all  imder  tre- 
mendous pressures:  HCFA,  the  administration,  and  the  Congress. 
We  are  hopeful  that  our  discussions  with  the  authorizing  commit- 
tee will  be  able  to  reflect  this  hope  and  permit  use  of  what  I  believe 
is  an  exceedingly  appropriate  way  to  fund  the  costs  of  inspections 
and  certifications. 

I  think  user  fees  make  a  lot  of  sense  when  the  amount  that  is 
collected  is  estimated  in  relation  to  the  cost  imposed  by  the  type 
of  faciUty  and  the  type  of  testing  that  is  going  on.  User  fees  rep- 
resent a  more  appropriate  way  to  finance  these  activities  rather 
than  use  of  the  general  fund. 

We  can  make  a  very  logical  argument  about  why  we  want  to  fi- 
nance inspections  and  certifications  in  this  way.  We  are  hopeful 
that  the  authorizing  committees,  if  for  no  other  reason  than  the  fis- 
cal constraints  that  we  all  face  now,  will  reconsider  their  decision 
of  last  year. 

Senator  Harkin.  Two  observations  on  user  fees.  Why  do  we  in- 
spect nursing  homes?  Is  it  for  the  benefit  of  the  nursing  homes  or 
is  it  for  the  benefit  of  the  general  public  that  utilizes  those  nursing 
homes? 

Dr.  WiLENSKY.  Inspections  benefit  the  people  who  are  residents 
of  the  nursing  homes.  It  is  the  users  of  those  facilities  who  will 
gain  from  certification. 

Senator  Harkin.  Second,  there  is  a  philosophical  issue.  If  you 
have  inspections  for  the  benefit  of  the  general  public,  then  it  seems 
to  me  that  it  is  the  general  public  that  ought  to  pay  the  bill  for 
those  user  fees. 

I  have,  in  another  area  of  jurisdiction  which  I  serve,  been  fight- 
ing user  fees  for  years.  I  do  not  know  if  this  administration  is  pro- 
posing, but  the  last  administration  did  for  8  years,  to  put  user  fees 
on  meat  inspection.  We  continue  to  block  that  because  it  is  for  the 
benefit  of  the  public  health  that  we  have  those  inspections. 

I  have  often  reused  this  question:  If  the  meat  plants  that  slaugh- 
ter the  meat  and  process  it,  if  they  are  paying  for  the  inspectors, 
who  do  the  inspectors  work  for?  I  raise  the  same  question  about 
nursing  homes.  If  the  nursing  homes  pay  for  the  inspectors,  for 
whom  do  the  inspectors  work? 

Dr.  WiLENSKY.  It  is  very  clear  that  they  work  for  the  State  and 
for  us  because  we  both  provide  funding.  This  funding  mechanism 
focuses  on  who  ought  to  bear  the  cost  of  inspections,  and  shows  in- 
spectors are  not  employees  of  these  individual  nursing  homes. 

Senator  Harkin.  I  understand  who  they  are  employed  by.  But 
who  is  paying  their  bill?  The  nursing  homes  are,  because  they  are 
paying  you  the  user  fees.  They  are  paying  you  to  send  the  inspec- 
tors out. 


228 

USER  FEE  AMOUNTS  AND  OFFSETS 

But  I  have  even  a  more  practical  question  than  the  philosophical 
question.  I  understand  these  fees  would  range,  I  have  been  told, 
from  $1,700  to  $16,000. 

Dr.  WiLENSKY.  That  is  correct. 

Senator  Harkin.  And  the  fees  go  up  for  larger,  more  complex  fa- 
cilities. Is  it  true  that  the  facilities  could  recoup  these  charges  by 
billing  Medicare  and  Medicaid  for  them  as  a  cost  of  doing  business? 

Dr.  WiLENSKY.  They  can  recoup  at  least  a  portion  of  those 
charges,  depending  on  how  much  of  their  business  is  Medicare  and 
Medicaid. 

Senator  Harkin.  So  you  put  user  fees  on,  and  then  they  can  just 
bill  Medicare  and  Medicaid  for  the  user  fees. 

Dr.  WiLENSKY.  But,  again.  Senator,  while  you  can  make  some  es- 
timates as  to  what  percentages  of  these  facilities  are  financed  by 
Medicare  and  Medicaid  in  the  aggregate,  there  are  exceptions  in 
the  specific.  The  fact  of  the  matter  is  that  there  are  some  facilities 
that  do  little  Medicare  and  Medicaid  business.  That  is  certainly 
true  in  nursing  homes.  There  are  other  facilities  that  are  skewed 
heavily  toward  Medicare  and  Medicaid.  Whether  or  not  the  costs 
of  user  fees  are  passed  on  to  Medicare  or  Medicaid  will  depend  on 
the  patient  mix  of  the  given  facility.  But  that  no  way,  in  my  mind, 
lessens  the  justification  for  having  user  fees,  that  tney  reflect  the 
costs  that  are  imposed  for  doing  certifications  and  inspections.  But 
I  agree  it  is  a  philosophical  difference. 

Senator  Harkin.  It  is  philosophical.  It  gets  down  to  who  pays. 
Your  statement  about  not  all  nursing  homes  utilizing  Medicare  and 
Medicaid,  well,  do  you  have  any  data  on  that? 

Dr.  WiLENSKY.  In  general,  about  one-half  of  nursing  home  ex- 
penditures are  privately  financed.  Forty-five  percent  may  be  a  clos- 
er estimate,  but  at  least  the  other  one-half  is  Medicaid.  Medicare 
is  only  a  few  percentage  points.  Private  insurance  is  a  small  but 
growing  share.  It  will  presumably  get  into  costs  now  paid  by  indi- 
viduals, as  opposed  to  those  which  are  now  paid  by  Medicare  and 
Medicaid.  But  roughly  one-half  of  all  nursing  home  expenses  are 
not  paid  by  Government,  a  substantial  amount  which  sometimes  is 
heavily  evidenced  in  a  particular  nursing  home,  and  other  times  a 
nursing  home  will  have  a  broader  mix  of  patients. 

Senator  Harkin.  Again,  we  think  of  our  own  instances  in  this 
area.  I  think  of  Iowa  and  I  would  be  hard  pressed  to  think  of  any 
nursing  home  in  Iowa  that  does  not  have,  well,  maybe  one-half.  I 
guess  you  may  be  right,  one-half  would  be  Medicaid. 

But  it  would  seem  to  me  that  that  is  where  they  would  load  up. 

I  would  think  that  in  this  case  where  you  put  on  user  fees,  you 
would  have  to,  again,  monitor  very  closely  how  much  was  Medicaid 
and  not  Medicaid  if  they  can  bill  Medicaid  or  Medicare,  just  say 
Medicaid,  that  is  the  bulk  of  it,  they  bill  Medicaid  for  the  cost  of 
the  user  fees.  How  are  you  going  to  know- — 

Dr.  WiLENSKY.  We  have  to  worry  about  that  in  general.  I  mean, 
a  general  part  of  our  problem  is  ascertaining  what  Medicaid's  share 
is  of  food,  of  staffing,  and  operating  expenses  of  all  sorts  when  you 
have  an  institution  that  has  all  sorts  of  expenses  that  cover  both 
Medicaid  and  non-Medicaid  populations.  I  do  not  want  to  say  it  is 
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not  a  problem,  but  it  is  the  same  problem  we  have  in  gauging  every 
other  expenditure  in  the  nursing  home  itself.  I  do  not  think  it  rep- 
resents a  special  situation  when  related  to  survey  and  certification 
activities. 

Senator  Harkin.  I  submit  that  of  the  $286.4  million  that  you  are 
talking  about,  if  you  put  the  user  fees  on,  I  doubt  that  that  offset 
is  going  to  be  that  high.  I  mean,  it  is  going  to  come  right  back 
around  to  Medicaid.  Medicaid  is  going  to  pick  up  one-half  of  that 
bill. 

Dr.  WiLENSKY.  It  is  going  to  pick  up  roughly  one-half,  or  45  per- 
cent, of  whatever  portion  represents  Medicaid  nursing  home  pay- 
ments. However,  the  $286  million  level  is  actually  a  net  Medicare 
and  Medicaid  level.  We  plan  to  collect  $333  million,  of  which  ap- 
proximately $46  million  will  be  offset  through  benefit  offsets. 

Senator  Harkin.  That  is  what  I  mean.  So  we  are  really  not  sav- 
ing that  money. 

Dr.  WiLENSKY.  But  again,  that  statement  is  more  true  in  the  ag- 
gregate. For  the  specific  nursing  homes  and  facilities,  savings  will 
vary. 

But  this  is  really  an  issue  of  whether  or  not  you  think  user  fees 
as  a  concept  make  sense,  and  that  if  there  are  costs  associated  with 
certifying  facilities  in  order  to  get  a  Federal  seal  of  approval,  that 
those  costs  ought  to  be  regarded  as  costs  of  doing  business.  I  think 
this  is  a  cost  of  doing  business,  and,  for  reimbursement  purposes, 
ought  to  be  regarded  and  folded  in  to  all  of  the  other  costs  of  doing 
business.  You  do  have  allocation  expenses.  But  they  are  the  same 
allocation  problems  you  have  when  making  sure  that  Medicaid  only 
pays  its  share  of  costs  associated  with  nursing  homes  serving  more 
than  just  Medicaid  patients. 

I  do  not  think  this  is  a  unique  situation.  But  it  is  very  much  a 
philosophical  issue  of  whether  you  think  user  fees  are  an  appro- 
priate financial  strategy,  aside  from  the  complicating  fiscal  con- 
straints that  we  are  all  now  under. 

Senator  Harkin.  I  understand.  I  just  think  that,  I  do  not  mean 
to  have  the  last  word  on  this,  but  it  seems  to  me  that  on  this  user 
fee  issue  you  are  not  going  to  save  all  that,  because  it  is  still  going 
to  go  back  to  the  taxpayer  to  the  extent  that  it  is  Medicaid  or  Medi- 
care. 

As  for  the  other  50  percent,  or  whatever  is  private,  there  are  a 
lot  of  people  that  are  in  private  nursing  homes  and  are  on  that  lad- 
der going  downhill  toward  poverty  and  will  someday  qualify  for 
Medicaid.  And  you  are  just  putting  an  extra  burden  on  them.  That 
is  what  the  nursing  homes  will  do,  they  will  just  pass  it  on  to  the 
private  payers.  That  just  means  that  that  private  payer  may  get 
down  to  the  Medicaid  level  sooner  than  otherwise. 

Dr.  WiLENSKY.  As  I  know  you  are  aware,  user  fees  are  the  strat- 
egy we  will  use  to  finance  inspections  for  laboratory  inspections.  So 
it  is  not  that  we  lack  a  precedent  and  a  statute  for  financing  this 
type  of  inspection  activity  through  user  fees. 

Senator  Harkin.  I  was  unaware  of  that.  I  have  to  look  at  that. 
My  staff  has  not  actually  started  to  yet. 
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MEDICAL  DEVICE  MARKETING  ABUSES 


Dr,  Wilensky,  one  last  question  before  I  turn  it  over  to  Senator 
Reid.  In  previous  year's  hearings  I  have  called  attention  to  abuses 
in  marketing  reimbursement  for  certain  pieces  of  durable  medical 
equipment,  such  as  seat  lift  chairs  and  the  TENS  units. 

Dr.  Wilensky.  Yes. 

Senator  Harkin.  I  think  progress  is  being  made  in  correcting 
these  abuses.  Yet  it  just  seems  like  every  time  we  think  we  have 
gotten  the  lid  on  it,  something  else  new  turns  up. 

Consider  for  example  a  medical  device  called  the  Pocket  Doppler 
or  the  Pocket  Rocket.  This  is  one  right  here.  You  have  seen  these, 
right?  Or  you  have  not  seen  them? 

Well,  this  is  a  Pocket  Rocket  right  here. 

Senator  Reid.  Where  do  you  stick  that? 

Senator  Harkin.  Do  you  want  me  to  demonstrate?  [Laughter.] 

Anyway,  basically  it  is  an  ultrasound.  It  is  used  by  physicians  to 
check  heartbeat,  artery  blood  flow.  It  is  a  very  simple  device.  It  is 
used  for  diagnostic  tests  of  lower  limbs  for  blood  flow. 

I  am  told.  Senator  Reid,  the  cost  to  manufacture  this  device  is 
about  $40.  They  are  sold  to  doctors  for  between  $200  and  $600.  Do 
not  shake  your  head  yet.  According  to  the  inspector  general's  office, 
a  5-minute  scan  by  a  doctor  using  this  costs  Medicare  $100;  5  min- 
utes of  using  this,  and  doctors  bill  Medicare  $100. 

Now  that  is  the  kind  of  thing  that  keeps  turning  up  all  the  time. 
When  you  are  spending  the  billions  of  dollars  we  are,  you  ask:  How 
can  we  possibly  prevent  these  kinds  of  things  from  happening? 

Just  to  show  you,  here  is  a  picture  of  a  machine  that  costs  about 
$200,000.  It  looks  like  something  out  of  Las  Vegas.  [Laughter.] 

And  I  understand  that  for  the  diagnostic  use  of  that  you  get  a 
bill  of  about  $100.  So  you  get  a  $100  bill  from  a  $200,000  machine 
and  you  get  a  $100  bill  from  something  that  costs  $40  to  make. 

My  point  in  showing  these  is  again  to  bring  home  the  idea  that 
we  just  have  got  to  keep  vigilance  in  these  areas.  Up  until  last 
month,  your  agency  made  no  differentiation  in  payments  for  tests 
by  these  inexpensive  pocket  rockets  or  the  payments  made  by  these 
machines. 

I  understand  that  you  have  now  determined  that  tests  with  these 
pocket  ultrasounds  snould  be  considered  as  a  routine  part  of  a  doc- 
tor's examination  and  not  receive  any  separate  Medicare  reim- 
bursement at  all. 
Dr.  Wilensky.  That  is  correct. 
Senator  Harkin.  Thank  you.  We  appreciate  that. 
Dr.  Wilensky.  We  appreciate  your  bringing  it  to  our  attention. 
We  have  also  asked  our  physician  panel  to  review  the  medical  ap- 
propriateness of  the  medical  instruction  on  these  ultrasound  proce- 
dures so  that  we  can  provide  guidance  about  when  these  devices 
should  be  used  and  the  adequacy  of  existing  procedure  codes. 
One  of  the  reasons  that  we  continue  to  try  to  pursue  coordinated 


impressed  by  the  ingenuity  of  various  suppliers  and  various  other 
parties  in  our  health  care  svstem.  Until  we  have  bundled  pa3mients 
for  sets  of  services,  we  will  keep  seeing  this  proliferation  of  new 
tests  and  new  devices  turning  up.  But  again  we  appreciate  your 
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bringing  this  to  our  attention,  and  we  think  a  better  decision  has 
now  Deen  made. 

Senator  Harken.  Again,  my  thanks  to  you  for  taking  care  of  it. 

I  am  going  to  say  this  for  the  record  and  in  public  view.  I  will 
go  to  bat  for  the  providers  when,  just  like  on  the  backlog  of  cases, 
most  of  this  affects  providers.  We  know  that.  We  should  not  say 
well,  it  is  providers  so  we  do  not  have  to  worry  about  it.  We  should 
worry  about  it.  That  is  money  that  they  need  that  they  put  out  of 
pocket. 

But  when  it  comes  to  things  Hke  this,  I  do  not  understand  a  doc- 
tor that  would  knowingly  use  one  of  these  devices,  it  takes  him  5 
minutes,  and  turn  around  and  bill  Medicare  $100. 

Senator  Reid.  One  minute. 

Senator  Harkin.  It  is  about  a  5-minute  exam  or  something. 
Senator  Reib.  That  is  more  reasonable. 

Senator  Harkin.  More  reasonable?  Wait  a  minute,  I  said  doctors, 
not  lawyers.  [Laughter.] 

I  just  do  not  understand  them  billing  that,  any  reasonable  person 
doing  that.  And  then  to  see  that  it  is  manufactured  for  $40  and 
sold  for  between  $200  and  $600.  Now  you  wonder  why  we  are 
spending  so  much  on  health  care  in  this  country  when  we  have  got 
these  kinds  of  things  going  on. 

Again,  we  will  keep  vigilant.  And  thanks  for  paying  attention  to 
it  and  getting  that  taken  care  of. 

Dr.  WiLENSKY.  Alert  us  if  you  find  some  others.  We  will  take  care 
of  it. 

Senator  Harkin.  We  will,  I  am  sure.  I  hope  not,  but  I  am  sure 
we  will. 
Senator  Reid. 

REFUSING  MEDICARE  PATIENTS 

Senator  Reid.  Mr.  Chairman,  I  have  a  couple  of  areas  of  inquiry. 
I  will  be  relatively  brief 

In  recent  months.  Doctor,  I  have  received,  as  I  am  sure  other 
Members  of  Congress  have,  letters  from  seniors  who  tell  me  they 
have  gone  to  doctor  after  doctor  who  refuses  to  take  Medicare.  Are 
you  familiar  at  all  with  this  problem? 

Dr.  WiLENSKY.  No;  in  fact,  I  am  actually  very  surprised  to  hear 
that  because  both  the  number  of  visits  that  are  being  accepted  on 
assignment,  and  the  participating  physician  rate  are  at  all  time 
highs. 

Senator  Reid.  Do  you  think  the  southern  Nevada  area,  the  Las 
Vegas  area  would  be  unique?  Will  you  check  into  that  for  me? 
Dr.  WiLENSKY.  We  will  check  into  it. 

I  would  not  have  thought  so,  but  I  certainly  will  go  back.  We 
have  statistics  by  State  and  area  and  we  will  report  back  to  you. 
[The  information  follows:] 

Participating  Physician  Rates  in  Nevada 

The  Participating  Physician  and  Supplier  Program  was  established  to  limit  the 
impact  of  medical  costs  on  Medicare  beneficiaries  by  providing  incentives  to  provid- 
ers and  suppliers  to  accept  Medicare  payments  as  their  full  fees.  Participation  rates 
among  physicians  in  Nevada  have  exceeded  comparable  national  rates  as  dem- 
onstrated m  the  two  most  recent  periods  of  available  data: 
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PERCENTAGE  OF  MEDICARE  PHYSICIANS  OPTING  TO  BECOME 
PARTICIPATING  PROVIDERS 
[In  percents] 


January  1989 

April  1990 

Nevada   

  64.7 

69.B 

National   

40.7 

44.1 

High  participation  rates  imply  broad  acceptance  of  Medicare  patients  among  Med- 
icare providers.  However,  the  Regional  Office  overseeing  Nevada  has  reported 
anecdotally  that  some  physicians  have  recently  threatened  to  stop  accepting  Medi- 
care patients  because  of  declining  reimbursement  and  increasing  paperwork  burden. 
No  studies  have  yet  been  done  which  substantiate  increased  rates  of  withdrawal  of 
physicians  from  the  Medicare  Program  in  Nevada. 

INTERSTATE  TRANSPLANT  REIMBURSEMENT 

Senator  Reid.  I  have  also  three  letters  that  I  have  written  to  you. 
And  I  am  sorry  to  say  that  you  have  not  answered  any  of  them. 
Dr.  WiLENSKY.  That  is  inexcusable.  What  are  your  letters  about? 
Senator  Reid.  I  really  think  it  is  inexcusable. 
Dr.  WiLENSKY.  I  agree. 

Senator  Redd.  Especially  when  each  letter  deals  with  the  same 
subject.  Each  letter  becomes,  from  me,  more  desperate. 

I  have  a  rule  with  my  staff  that  we  may  not  want  to  give  the 
answer  that  we  have  to  give,  but  we  have  to  answer  the  letters. 
And  I  can  understand  how  one  could  get  lost  someplace  in  the  shuf- 
fle of  the  vast  bureaucracy  that  we  deal  in,  but  three  is  not  really 
appropriate.  The  first  one  was  sent  on  September  6  of  last  year. 
And  then  we  sent  a  couple  after  the  first  of  the  year. 

Dr.  WiLENSKY.  I  know  that  I  have  seen  at  least  one,  if  not  more, 
letters  addressed  to  you.  But  we  will  go  back  and  make  sure. 

[The  information  follows:] 

Correspondence  From  Senator  Reid 

HCFA  records  indicate  that  we  responded  to  Senator  Reid's  September  6,  1990 
letter  on  October  1,  1990,  but  the  Senator's  office  has  no  record  of  having  received 
that  response.  HCFA,  however,  has  no  record  of  receiving  any  correspondence  from 
the  Senator  on  liver  transplants  after  the  first  of  the  year.  HCFA  is  working  with 
the  Senator's  staff"  to  get  the  correspondence  back  on  track.  A  copy  of  the  HCFA  Oc- 
tober 1  letter  has  been  sent  to  the  Senator's  office,  and  the  Senator's  staff"  has  sent 
copies  of  the  January  letters  to  HCFA.  A  reply  will  be  sent  within  the  next  few 
days. 

MEDICARE 

Dr.  WiLENSKY.  Again,  there  is  no  excuse  for  such  a  delay  in  hav- 
ing your  letters  answered  and  answered  promptly. 

Senator  Reid.  The  reason  we  wrote  these  letters  is  that  I  have 
people  in  Nevada,  two  in  number,  who  are  in  California  hospitals. 
The  reason  that  they  are  in  California  hospitals  is  that  there  are 
no  hospitals  in  Nevada  that  do  liver  transplants.  They  are  awaiting 
liver  transplants  which  are  to  be  paid  for  by  Medicare. 

This  is  1  year  later  now.  Medicare  is  not  yet  paying  the  hospitals 
for  liver  transplants.  We  have  been  told  the  reason  this  is  so  is  that 
your  regulations  are  still  in  the  developmental  stage.  People's  lives 
are  literally  hanging  by  a  thread  waiting  for  liver  transplants.  And 
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how  can  I  tell  them,  and  how  can  we  tell  them  that  the  regulations 
are  not  yet  written?  What  again  do  I  tell  these  people? 

Dr.  WiLENSKY.  We  had  proposed  rules  that  were  put  out  last 
spring.  We  have  received  some  comments.  We  have  revised  the  reg- 
ulation accordingly.  The  revised  regulation  is  not  exceedingly  dif- 
ferent from  the  proposed  rule.  We  anticipate  that  we  will  be  sub- 
mitting this  regulation  to  the  Office  of  the  Secretary  within  the 
next  couple  of  weeks.  At  that  point,  it  will  go  the  Office  of  Manage- 
ment and  Budget. 

It  is  our  

Senator  Reid.  That  is  probably  a  deep-six  forever. 
Dr.  WiLENSKY.  Actually,  all  of  our  regulations  take  this  route, 
and  we  actually  do  get  most  of  them  out. 
Senator  Reid.  You  do  get  most  of  them  out? 

Dr.  WiLENSKY.  We  do  get  most  of  them  out.  We  anticipate  we 
should  have  this  regulation  out  this  spring,  and  that  it  will  be  very 
close  to  the  final  rule.  The  proposed  rule  had  coverage  for  adults 
in  specific  medical  conditions  as  long  as  they  were  taken  care  of  in 
centers  that  were  participating  facilities.  It  covered  inpatient  and 
physician  services,  as  well  as  the  organ  acquisition.  There  are  some 
details  of  the  final  rule  that  have  yet  to  be  sorted  out.  But  it  will 
still  be  quite  close  to  the  proposed  rule. 

Senator  Reid.  Would  you  notify  me  when  the  proposed  regulation 
goes  through  the  various  steps  that  you  have  outlined? 

Dr.  WiLENSKY.  Yes;  we  will  keep  you  informed  when  it  leaves  the 
Department,  and  when  it  is  cleared  for  final  printing. 

Senator  Reid.  And  you  will  have  somebody  look  into  the  other 
problem  as  it  relates  to  that? 

Dr.  WiLENSKY.  Absolutely. 

Senator  Reid.  Thank  you,  Mr.  Chairman. 

Senator  Harkin.  Thank  you,  Senator  Reid. 

Senator  Bumpers. 

NURSING  HOME  EXPENDITURES 

Senator  Bumpers.  Very  quickly.  Dr.  Wilensky,  how  much  Fed- 
eral money  do  we  spend  on  nursing  homes  in  a  year,  about  $25  bil- 
lion? 

Dr.  WiLENSKY.  Something  like  that. 

Senator  Bumpers.  Anybody,  wherever  you  are  sitting,  do  you 
know  the  answer? 

Dr.  WiLENSKY.  I  think  you  are  in  ballpark. 
Senator  Bumpers.  What  does  that  mean? 

Dr.  Wilensky.  That  is,  I  think,  $48  bilhon  was  spent  on  long- 
term  care  in  fiscal  year  1989,  most  of  it  in  nursing  homes.  Medi- 
care and  Medicaid  accounted  for  about  $25  billion. 

[The  information  follows:] 

Nursing  Home  Costs 

Nursing  home  costs  for  the  United  States  in  fiscal  year  1989  were  $47.9  billion. 
Private  funds  accounted  for  payments  of  $22.7  billion  and  Government  payments  ac- 
counted for  $25.2  biUion.  These  private  fiinds  were  composed  of  $21.3  billion  in  out- 
of-pocket  payments,  $0.5  billion  in  private  insurance  pajmaents,  and  $0.9  billion  in 
miscellaneous  payments.  Government  funding  was  composed  of  $20.7  in  Medicaid 
payments,  $3.6  billiori  in  Medicare  payments,  and  $0.9  billion  in  payrnents  from  the 
Veterans  Administration.  The  Medicaid  program  provided  $11.7  biUion  in  Federal 
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gayments  and  $9  billion  in  State  payments.  The  impact  of  the  combined  Federal  and 
tate  Medicaid  programs  accounted  for  43.2  percent  of  total  nursing  home  pay- 
ments, and  the  Medicare  program  contributed  another  7.5  percent  of  the  national 
total.  Together  these  programs  accounted  for  50.7  percent  of  nursing  home  pay- 
ments in  the  United  States  in  fisccd  year  1989. 

In  fiscal  year  1992,  skilled  nursing  facility  payments  by  the  Medicare  program  are 
estimated  to  be  $2.8  billion.  The  Medicaid  program  projects  fiscal  year  1992  nursing 
home  payments  totaling  $23.5  billion,  including  $13.4  billion  in  Federsd  payments 
and  $10.1  billion  in  State  payments. 

MEDICARE  PART  A  AND  PART  B  CONTRACTORS 

Senator  Bumpers.  Let  me  ask  you  a  couple  of  questions. 

Through  your  Medicare  contractor  budget,  you  pay  Arkansas 
Blue  Cross/blue  Shield  to  process  claims  for  the  Medicare  program 
in  Arkansas,  am  I  correct? 

Dr.  WiLENSKY.  I  do  not  know  if  we  have  the  same  contractor  act- 
ing as  both  the  fiscal  intermediary  and  the  carrier.  We  use 
intermediaries  to  pay  for  part  A  or  hospital  care,  and  we  use  a  dif- 
ferent contractor,  a  carrier,  typically  to  pay  for  part  B,  physician 
and  outpatient  care. 

Senator  Bumpers.  Why  do  you  do  that?  Why  do  you  have  sepa- 
rate contractors  for  part  A  and  part  B? 

Dr.  WiLENSKY.  They  are  different  types  of  contractors  in  large 
part  because  they  deal  mth  different  kinds  of  claims,  and  have  dif- 
ferent expertise.  Part  A  and  B  contractors  are  not  always  different 
in  a  given  area,  but  they  are  usually  different.  We  have  a  total  of 
about  84  contractors  now  in  the  50  States  providing  these  func- 
tions. It  is  an  area — - 

Senator  Bumpers.  That  means  that  you  have  a  number  that 
overlap,  that  do  both. 

Dr.  WiLENSKY.  Right. 

Senator  Bumpers.  OK. 

Dr.  WiLENSKY.  We  are,  and  have  been  since  last  spring,  looking 
at  the  whole  issue  of  how  we  go  about  paying  our  bills,  examining 
who  does  what  and  how  many  groups  are  involved  in  the  process. 
Our  basic  payment  strategy,  which  has  developed  according  to  who 
does  what  and  how  many  groups  do  it,  was  adopted  when  the  Med- 
icare Program  was  first  set  in  motion  25  years  ago.  We  are  now  re- 
assessing whether  or  not,  25  years  later,  enough  changes  have  oc- 
curred to  justify  rethinking  how  we  process  bill  payments. 

Senator  Bumpers.  Do  you  put  these  contracts  out  on  competitive 
bids  periodically? 

Dr.  WiLENSKY.  It  depends  on  the  particular  situation.  Once  a 
contractor  is  inside  the  process  as  either  a  carrier  or  fiscal 
intermediary,  we  would  only  put  that  contract  out  for  bid  if  the  es- 
tablished contractor  fails  to  meet  our  performance  standards,  or  if 
the  contractor  voluntarily  withdraws  for  its  own  reasons  like  dis- 
satisfaction with  our  pajmients.  In  such  cases,  we  would  put  the 
contract  out  for  a  competitive  bid.  But  once  we  have  a  carrier  or 
intermediary  in  the  process,  and  if  it  meets  our  standards  for  per- 
formance, we  continue  its  contract  on  a  yearly  basis. 

ESTABLISHING  NURSING  HOME  INSPECTION  FEE  AMOUNTS 

Senator  Bumpers.  You  contracted  with  Arkansas  State  Health 
Department  to  do  your  nursing  home  inspections  for  you? 
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Dr.  WiLENSKY.  Yes. 

Senator  Bumpers.  And  how  many  inspections  a  year  does  HCFA 
require  of  nursing  homes? 

Dr.  WiLENSKY.  My  understanding  is  that,  typically,  each  nursing 
home  gets  surveyed  on  average  once  a  year.  There  is  a  requirement 
that  100  percent  of  all  nursing  homes  get  surveyed.  Nursing  homes 
that  are  found  to  have  problems  may  either  have  a  compliance  plan 
that  does  not  result  in  a  followup  visit,  or  may  have  a  compliance 
plan  that,  in  fact,  involves  surveyors  coming  back  to  the  nursing 
home  in  order  to  make  sure  the  problems  were  corrected.  An  an- 
nual certification  is  provided  on  a  rotating  basis  so  that,  through- 
out the  course  of  the  year,  all  nursing  homes  in  Arkansas  would 
come  under  inspection  by  these  surveyors. 

Senator  Bumpers.  And  how  would  you  charge  user  fees  for  those 
inspections?  Would  you  charge  on  a  per  patient  or  per  bed  basis? 

Dr.  WiLENSKY.  No;  the  user  fee  is  charged  to  the  facility. 

Senator  Bumpers.  That  would  be  a  flat  rate  based  on  the  num- 
ber of  Hcensed  beds? 

Dr.  WiLENSKY.  We  have  not  yet  determined  the  exact  nature  of 
our  proposed  regulatory  approach,  but  I  think  that  facility  size 
would  be  a  key  factor  in  our  strategy. 

Senator  Bumpers.  What  would  it  be  for  a  100-bed  nursing  home? 
What  are  you  proposing  to  charge  as  a  user  fee  for  a  100-bed  nurs- 
ing home? 

Dr.  WiLENSKY.  Our  estimate  is  that  the  charge  would  be  some- 
where between  $15,000  and  $17,000  for  the  average  nursing  home. 

Senator  Bumpers.  You've  got  to  be  kidding.  For  one  inspection 
a  year  maybe,  $15,000  to  $17,000?  I  am  going  into  the  inspection 
business. 

Dr.  WiLENSKY.  Well,  this  fee  includes  the  costs  of  followup  visits, 
and  additional  compliance  determinations,  something  that  usually 
is  an  involved  process  with  a  team  of  professionals — such  as  nurses 
and  pharmacists.  These  teams  go  in  and  actually  interview  the 
nursing  home  residents.  These  activities  are  rather  significant  and 
involved — as  they  should  be  in  order  to  assure  safety. 

Senator  Bumpers.  Well,  typically  how  long  would  it  take  and 
how  many  people  are  involved? 

Dr.  WiLENSKY.  I  believe  the  number  is  1  week,  and  perhaps  as 
many  as  10  or  12  people  would  be  involved. 

Senator  Bumpers.  10  to  12  people  a  week? 

Dr.  WiLENSKY.  During  that  whole  period. 

Senator  Bumpers.  It  would  take  10  to  12  people  a  week  to  in- 
spect a  100-bed  nursing  home? 

Dr.  WiLENSKY.  I  will  get  you  the  specific  numbers.  In  response 
to  being  asked  both  how  long  the  process  takes  and  the  size  of  the 
inspection  group  that  goes  into  the  facility,  these  figures  represent 
our  estimate  of  what  is  needed  to  look  at  all  aspects  of  the  facility. 
I  do  not  specifically  know  how  this  estimate  varies  by  bed  size.  I 
just  have  never  asked  how  much  variation  would  occur  among  a 
50-bed,  a  100-bed,  a  250-bed  nursing  home.  Though  I  do  not  know 
the  amount,  I  expect  there  would  be  some  variation  according  to 
size. 

Senator  Bumpers.  Send  me  some  information  on  that,  will  you. 
Dr.  Wilensky? 
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Dr.  WiLENSKY.  I  will  be  glad  to. 
[The  information  follows:] 

Nursing  Facility  Inspections 

Surveys  at  nursing  facilities  require  an  average  of  9  onsite  person-weeks  per  facil- 
ity, plus  significant  pre-survey  preparation,  post-survey  documentation  and  evalua- 
tion, travel,  and  overhead.  The  size  and  composition  of  State  agency  facility  survey 
teams  require  State  discretion.  In  order  to  determine  if  Federal  conditions  of  partici- 
pation are  met,  the  average  standard  nursing  facility  (NF)  survey  requires  three  to 
four  surveyors  for  approximately  four  onsite  days.  The  States  employ  staff  rep- 
resenting a  wide  array  of  health  care  disciplines;  tne  majority  are  registered  nurses. 

Surveys  of  nursing  facilities  are  conducted  along  the  following  guidelines:  Initial 
certification  surveys  are  conducted  on  all  NF*s  requesting  ptirtidpation  in  the  XVIII/ 
XIX  program(s);  recertification  surveys  are  conducted  on  all  NFs  on  the  average  of 
once  a  year  (required  by  OBRA  87);  extended  surveys  (reouired  bv  OBRA  87)  are 
conducted  on  approximately  30  percent  of  all  NF's;  historical  data  shows  that  an  av- 
erage of  between  2  and  3  complaint  and/or  follow-up  onsite  surveys  are  required  per 
NF  per  year;  and  additional  time  onsite  is  reauired  for  determinations  of  compliance 
with  guidelines  for  nurse  aide  registries  ana  nurse  aide  training  and  competency 
evaluation  programs  (required  by  OBRA  87). 

We  anticipate  surveying  approximately  15,400  NF's  in  fiscal  year  1992  (i.e.,  both 
currently-  and  newly-participating).  With  all  the  requirements  above,  surveys  at 
these  NF's  will  each  require  an  average  of  344  hours,  or  approximately  9  person- 
weeks.  The  hourly  rate  we  must  pay  the  State  agency  surveyors  in  fiscal  year  1992 
will  be  approximately  $40.  The  average  State  cost,  tnerefore,  to  survey  such  a  NF 
in  fiscal  year  1992  will  be  approximately  $13,760.  This  does  not  include  Federal 
costs  of  the  NF  survey  program. 

OBRA  87  requirements  nave  only  recently  been  implemented.  Accordingly,  HCFA 
is  not  yet  able  to  assess  the  impact  of  survey  costs  at  the  level  of  detail  of  facility 
size.  Due  to  the  distribution  of  NF's  by  size,  however,  we  are  comfortable  addressing 
survey  costs  in  terms  of  the  "average"  NF.  Nearly  60  percent  of  NF's  have  51  to 
125  beds;  only  17  percent  have  50  or  less  beds,  and  about  25  percent  have  126  or 
more  beds. 

We  will  assess  survey  costs  by  facility  size  as  such  data  becomes  available,  and 
we  will  provide  our  findings  to  the  Senator's  office  at  the  earliest  opportunity. 

INSPECTION  FEES 

Senator  Bumpers.  I  used  to  have  an  interest  in  a  nursing  home, 
and  it  seemed  to  me  Hke  every  time  we  looked  up,  somebody  was 
coming  by  to  inspect  us,  and  if  we  had  to  pay  all  of  them  it  would 
be  about — ^well,  I  know  one  year  we  counted  something  like  27  in- 
spections. The  State  inspects.  HCFA  inspects.  The  State  fire  mar- 
shall  comes  by.  Everybody  comes  by. 

If  we  had  to  pay  fees  to  all  of  them — I  say  "we."  I  am  not  in  the 
business  and  I  have  not  been  in  it  for  20  vears,  but  if  nursing  home 
operators  had  to  pay  fees  like  that  to  all  of  those  people  based  on 
the  fee  you  just  quoted  me,  I  think  it  would  be  a  serious  burden. 
The  nursing  home  I  was  affiliated  with  had  73  beds,  and  I  think 
two  people  were  the  most  we  ever  saw  to  come  by  and  inspect. 

Dr.  WiLENSKY.  Well,  there  has  been  a  very  major  change  in  the 
kind  of  inspection  that  occurs  as  a  result  of  the  OBRA  87  nursing 
home  reforms.  Now,  in  addition  to  checking  the  facilities,  the  paper 
process,  the  laboratory,  the  pharmacy,  and  the  food,  there  are  ac- 
tual interviews  done  with  patients  in  nursing  homes  to  make  sure 
that  patient  abuse  is  not  going  on,  and  try  to  asses  overall  treat- 
ment more  clearly. 

There  have  been  enormous  increases  in  statutory  requirements, 
particularly  as  a  result  of  the  OBRA  87,  relating  to  the  kinds  of 
inspections  that  go  on  in  nursing  homes.  We  will  be  glad  to  give 
you  more  information  on  these  requirements. 
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Senator  Bumpers.  Please  do. 
[The  information  follows:] 

Statutory  Expansions  and  Nursing  Home  Surveys 

OBRA  87  brought  significant,  additional  demands  for  the  survey  process.  Al- 
though the  most  visible  increase  in  HCFA's  operating  budget  attributable  to  OBRA 
87  expansions  was  seen  in  the  fiscal  year  1991  budget,  when  most  of  these  demands 
were  first  implemented,  OBRA  8Ts  effects  are  carried  throughout  the  fiscal  year 
1992  request. 

For  nursing  facilities,  these  include: 

Extended  surveys  for  those  NFs  that  have  been  cited  as  having  a  significant  num- 
ber of  deficiencies. 

New  resident-centered,  outcome-oriented  survey  requirements  which  focus  more 
on  the  NFs  actual  provision  of  care  rather  than  its  administrative  and  technical  ca- 
pability to  provide  care. 

Implementation  of  revised  sanctions  to  impose  when  appropriate,  including  the 
appointment  of  temporary  management;  denial  of  payment  for  new  admissions;  civil 
money  penalties,  and  others. 

Revised  guidelines  to  allow  for  the  conversion  of  Medicaid-only  facilities  to  dually- 
participating  Medicare/Medicaid  facilities.  This  restructuring  caused  the  number  of 
NFs  to  be  surveyed  under  this  appropriation  to  double  from  the  pre-OBRA  87  facil- 
ity count. 

The  evaluation  of  the  NF's  nurse  aide  training  and  competency  evaluation  pro- 
grams and  its  nurse  aide  registry. 

Enhanced  training  of  all  State  agency  surveyors  to  assure  complete  understanding 
of  the  complexities  of  the  OBRA  87  requirements  and  uniform  application  of  survey 
protocols. 

RECOUPMENT  OF  INSPECTION  FEES 

Senator  Bumpers.  Just  to  close  bv  pursuing  a  line  of  questioning 
that  Senator  Harkin  got  into,  ana  that  was  the  fact  that  these 
nursing  homes  are  going  to  recoup  this  money — ^now,  I  did  not  get 
that.  A  nursing  home,  if  they  had  to  pay  a  $15,000  inspection  fee, 
obviously  that  would  be  an  expenditure  that  they  could  deduct  on 
their  tax  return,  but  how  do  they  get  this  money  hack  from  HCFA? 

Dr.  WiLENSKY.  Well,  to  the  extent  that  there  are  Medicaid  or 
Medicare  patients,  it  would  be  part  of  the  allocated  costs  to  HCFA. 

Senator  Bumpers.  You  have  a  large  role  in  determining  a  facili- 
ty's rates,  do  you  not? 

Dr.  WiLENSKY.  Yes. 

Senator  Bumpers.  Do  you  determine  how  much  a  nursing  home 
can  charge  per  patient,  depending  on  the  class  of  the  patient, 
whether  it  is  skilled  or  intermediate?  You  set  those  rates,  and  they 
are  usually  set  based  on  a  lot  of  criteria  that  a  particular  nursing 
home  sends  you  about  their  expenditures,  is  that  not  correct? 

Dr.  WiLENSKY.  The  State  actually  sets  the  rate,  but  we  need  to 
approve  it  to  make  sure  

Senator  Bumpers.  You  have  to  approve  it,  though. 

Dr.  WiLENSKY.  Right. 

Senator  Bumpers.  So,  what  they  will  do,  they  will  just  put  this 
$17,000,  like  a  utility  company,  in  their  base  rate,  and  as  Senator 
Harkin  said,  they  are  going  to  recover  it.  They  are  going  to  recoup 
it,  because  it  is  going  to  go  into  their  base  rate,  is  tnat  not  a  fact? 

Dr.  WiLENSKY.  But  this  will  not  occur  in  a  uniform  way,  because 
the  number  of  Medicaid  patients  in  a  nursing  home  is  not  uniform. 

Senator  Bumpers.  Well,  I  understand  that,  but  what  is  going  to 
happen,  for  example,  in  a  nursing  home  with  100  beds,  where  50 
of  them  are  Medicaid  and  50  of  them  are  private  patients,  is  that 
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they  are  going  to  show  that  entire  fee  in  their  cost  of  doing  busi- 
ness. 

Dr.  WiLENSKY.  Not  if  we  can  help  it,  they  will  not. 
Senator  Bumpers.  No? 

Dr.  WiLENSKY.  No;  I  say  that  facetiously,  but  I  do  not — I  mean, 
the  issue  about  how  nursing  homes  allocate  costs  between  their 
public  and  private  pay  patients  is  an  issue  that  we  already  have 
to  consider  in  determining  whether  or  not  a  rate  is  a  reasonable 
rate,  based  on  nursing  home  costs  and  the  allocation  of  these  costs. 
It  is  not  an  uncommon  problem. 

The  issue  of  how  you  measure  costs  in  any  facility,  part  of  which 
covers  public  patients  and  part  of  which  covers  private  patients, 
and  allocate  those  costs,  is  something  that  nursing  homes  need  to 
be  able  to  demonstrate.  They  would  clearly  have  to  demonstrate 
that  they  are  allocating  a  reasonable  share,  and  not  the  total  costs, 
to  Medicaid  as  they  would  for  any  other  expense. 

Senator  Bumpers.  When  I  was  involved  in  this  business.  Dr. 
Wilensky,  we  had — oh,  250  licensed  nursing  homes  in  the  State, 
and  do  you  know  how  many  of  them  were  licensed  to  take  Medicare 
patients?  Do  you  know  why? 

Dr.  WiLENSKY.  Why  is  that? 

Senator  Bumpers.  It  just  was  not  worth  it. 

Dr.  WiLENSKY.  Medicare  or  Medicaid? 

Senator  Bumpers.  Medicare.  Oh,  no,  everybody  took  Medicaid 
patients.  That  is  where  they  make  their  money,  I  guess.  All  of 
them  charge  private  patients  more  than  Medicaid  pays,  but  the 
reason  nobody  wanted  to  take  Medicare  patients,  first  of  all,  back 
then — I  do  not  know  what  it  is  now — 90  days  was  the  longest  you 
could  stay  in  a  nursing  home  under  Medicare,  and  the  paperwork 
was  just  staggering. 

That  is  all 

Dr.  WiLENSKY.  Medicare  is  a  very  minor  payer.  Medicare  is  clear- 
ly intended  to  be  primarily  an  acute-care  payer. 

USER  FEE  EFFECTIVENESS 

Senator  Harkin.  I  want  to  get  back  to  user  fees  again.  You  just  \ 
raised  another  point.  Senator  Bumpers,  and  that  is  that  now,  if  you  i 
are  going  to  have  to  get  in  there  and  allocate  reimbursement  to  g 
each  specific  nursing  home  between  private  payers  and  the  Medic- 
aid pavment  and  Medicare  patients,  you  are  going  to  have  to  hire 
several  hundred  more  people. 

You  cannot  do  it  with  the  personnel  you  have  got  right  now,  and  ^ 
so  it  is  going  to  cost  us  even  more  money.  That  is  why  I  say,  this 
whole  concept  of  user  fees,  I  do  not  know  that  we  are  going  to  save  j 
a  dime  out  of  it. 

Senator  Bumpers.  Incidentally,  one  question  I  wanted  to  ask 
you,  how  much  do  you  think  you  are  going  to  get  from  user  fees  i 
under  your  projections?  i 

Dr.  WiLENSKY.  Well,  our  estimate  was  that  the  net  amoimt,  after  i 
offsets,  would  be  $286  million.  That  included  nursing  homes,  hometj 
health  care  agencies,  and  other  facilities.  ); 

Senator  Bumpers.  Have  you  done  any  projections  on  how  much] 
of  that  you  are  going  to  get  back? 

Dr.  WILENSKY.  How  much  is  going  to  come  back?  -  i 
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Senator  Bumpers.  To  the  nursing  home  under  their  base  rate? 

Mr.  MosEDALE.  Yes*  we  think  that  about  9  percent  of  the  money 
will  go  back  into  Medicare,  and  about  46  percent  or  so  will  come 
back  to  Medicaid.  Of  the  $333  million  in  total  user  fees,  more  than 
$46  million  would  be  offset  as  passthrough  costs,  for  a  net  total  of 
$286  milhon. 

Senator  Bumpers.  So  you  think  you  will  be  able  to  keep  about 
one-half  of  it? 

Mr.  MosEDALE.  That  is  a  fair  assessment  in  Medicaid,  yes. 

Senator  Harkin.  Then  you  use  that  to  go  out  and  hire  more  in- 
spectors to  go  out  and  decide  whether  or  not  they  are  allocating  it 
correctly. 

Dr.  WiLENSKY.  I  think  it  is  fair  to  say  we  have  a  difference  in 
terms  of  the  philosophical  desirability  of  employing  user  fees.  I  do 
not  think  that  this  allocation  of  inspection  costs,  given  all  of  the 
other  allocations  of  expenses  that  go  on  in  nursing  nomes,  is  going 
to  impose  a  substantial  burden.  I  could  be  wrong,  but  I  do  not  re- 
gard this  as  a  controversial  issue.  But  the  question  of  whether 
some  of  the  costs  of  inspections  come  back,  or  whether  user  fees  are 
an  appropriate  way  to  finance  inspections,  I  think  is  an  issue  wor- 
thy of  further  debate. 


Mr.  MosEDALE.  Senator,  I  think  one  of  the  frustrating  things 
from  a  bean  counter's  standpoint  is,  it  is  amazing  how  mucn  atten- 
tion we  get  when  we  bring  up  a  user  fee  concept,  out  these  require- 
ments for  inspection  are  statutory.  Requirements  have  been  in- 
creasing over  the  last  15  years,  including  new  specialty  require- 
ments fike  psychiatric  review  and  facility  review,  that  have  forced 
inspection  teams  to  grow  from  a  size  of  2  people  to  perhaps  as 
many  as  10.  Now  we  are  seeing  how  much  these  additional  survey 
requirements  really  cost.  When  these  costs  are  put  in  plain  view, 
they  do  become  real  targets.  Whether  user  fees  are  paying  for  in- 
spections or  not,  it  will  cost  the  taxpayer  $17,000  to  do  a  survey. 
Dr.  WiLENSKY.  It  really  is  the  only  question  of  who  pays;  $17,000 
I  represents  our  estimate  of  what  it  will  cost  to  do,  on  average,  the 
I  survey,  all  the  hearings  and  followup  that  are  involved  with  the 
survey  and  certification  process. 
Senator  Harkin.  $17,000,  you  said,  for  what? 
Dr.  WiLENSKY.  For  the  average  nursing  home. 
Senator  Harkin.  I  thought  I  had  heard  it  was  perhaps,  $16,000 
to  $17,000.  I  thought  $17,000  was  the  top. 
'     Mr.  MOSEDALE.  That  is  true. 

Senator  Harkin.  How  can  that  be  the  average? 
Mr.  MOSEDALE.  We  have  projected  user  fees  by  looking  at  aver- 
1  age  costs.  Some  nursing  homes  are  going  to  cost  far  more  than 
i  $16,000,  or  $17,000,  others  will  cost  less,  so  we  are  trjdng  to  come 
I  up  with  an  average.  The  regulation  has  not  been  developed,  Sen- 
j  ator,  because  this  is  a  proposed  law  item.  Once  the  law  goes  into 
j  effect,  of  course,  we  will  go  through  the  rulemaking  process  and  de- 
;  termine  what  the  fee  scale  should  be.  What  we  are  trying  to  give 
you  is  an  idea  of  what  the  average  fee  would  be. 


I  Dr.  WiLENSKY.  The  number  I  was  giving  was  for  another  type  of 
facility.  It  was  $5,800,  on  average,  we  estimated  as  fees  for  home 
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health  care  agencies,  $1,700  for  smaller  entities  like  hospices  and 
ambulatory  surgery  centers,  and  on  average,  $16,000  for  nursing 
homes.  This  nursing  home  fee  will  vary  below  and  above  $16,000 
depending  on  the  size  of  the  facility,  but,  on  average,  for  all  nurs- 
ing homes  $16,000  is  the  expected  fee  amount,  and  it  is  the  amount 
that  we  estimate  we  are  spending  under  the  current  survey  and 
certification  process  on  nursing  homes. 

Senator  Harkin.  Senator  Bumpers,  that  just  sounds  awfully  high 
to  me,  and  I  am  going  to  ask  my  staff  to  get  some  more  data  on 
that — supplied  from  you  and  others. 

Dr.  WiLENSKY.  Sure.  We  will  be  glad  to  provide  it. 

[The  information  follows:] 

Nursing  Facility  Survey  Costs 

The  Administration's  proposed  Medicare/Medicaid  State  Certification  user  fee 
structure  is  modeled  on  the  user  fees  legislated  by  the  Clinical  Laboratory  Improve- 
ment Amendments  (CLIA)  of  1988.  The  fiscal  year  1992  State  Certification  pro- 
grams, like  CLIA,  would  be  funded  entirely  (i.e.,  for  both  inspections  and  overhead 
costs)  through  the  Survey  and  Certification  Revolving  Fund. 

Following  our  approach  to  CLIA  fee-setting,  we  have  calculated  the  actual  amount 
of  resources  necessary  to  conduct  the  various  onsite  inspections,  and  have  estimated 
the  amount  of  additional  resources  necessary  to  implement  and  maintain  the  pro- 
gram. This  is  accomplished  through  a  complex  unit  cost  budget  methodology  that 
incorporates  the  following  elements:  workload;  time  parameters  to  conduct  the  work- 
load; and  hourly  rates  involved  in  conducting  the  workload. 

For  nursing  facilities  (NF's),  the  actual  costs  for  initial,  recertification,  complaint 
and  follow-up  surveys  will  be  nearly  $14,000  per  NF  in  fiscal  year  1992.  In  addition 
to  the  onsite  costs,  costs  of  the  following  activities  must  be  apportioned  to  each  NF: 
performing  enforcement  activities  to  ensure  compliance  with  program  requirements; 
conducting  studies,  research,  surveyor  training,  and  evaluations  directed  toward  en- 
hancing survey  and  certification  operations;  implementing  and  maintaining  comput- 
erized data  systems;  implementing  and  maintaining  a  satellite  teleconferencing  sys- 
tem; and  conducting  Federal  monitoring  surveys,  developing  regulations,  and  other 
required  administrative  oversight  of  the  Medicare/Medicaid  State  Certification  pro- 
grams. 

This  range  of  required  activities  equates  to  a  fee  of  approximately  $16,000  per  NF. 
The  amount  is  significant,  but  accurate,  and  it  will  be  required  regardless  of  wheth- 
er it  is  paid  by  a  NF  or  appropriated  by  the  Congress. 

ABUSES  AMONG  SELF-REFERRING  PHYSICIANS 

Senator  Harkin,  Let  us  move  on. 

The  recent  study  published  in  the  December  1990  issue  of  the 
New  England  Journal  of  Medicine  found  that  doctors  who  perform 
their  own  imaging  exams  order  these  studies  more  than  four  times 
as  often  as  those  who  refer  patients  to  radiologists.  Moreover,  doc- 
tors who  operate  their  own  imaging  equipment  charge  significantly 
more  than  radiologists  performing  the  same  tests,  and  here  is  the 
data. 

The  studies  showed  that  "self-referring  physicians  ordered  and 
performed  imaging  studies  4  to  4V2  times  as  often  as  physicians 
who  referred  their  patients  to  radiologists.  Even  more  astounding 
was  the  fact  that  the  mean  costs  of  the  imaging  exams  by  self-re- 
ferring physicians  were  4.4  to  7.5  times  as  great  as  those  per-, 
formed  by  radiologists."  i 

Now,  ao  you  have  any  evidence  that  doctors  who  self-refer  are  or-i 
dering  an  unnecessary  amount  of  imaging  tests? 

Dr.  WiLENSKY.  No;  but  you  have  hit  the  main  issue,  which  is  the 
necessary. 
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What  we  have  seen,  and  are  very  troubled  by,  is  the  tremendous 
variation  that  exists  in  frequency  of  testing  between  those  physi- 
cians that  own  their  own  equipment  and  those  that  do  not.  It  is 
a  variation  that  is  large  enough  as  to  cause  concern,  and  OBRA  90 
requires  us  to  provide  a  statistical  profile  comparing  the  use  of 
such  services  by  the  elderly  and  by  the  Medicare  beneficiary  in  en- 
tities in  which  the  referring  phvsician  has  an  ownership  interest 
with  those  entities  where  the  referring  physician  has  no  ownership 
interest. 

The  other  issue  that  you  raised,  however,  is  no  longer  an  issue, 
and  that  is  whether  or  not  the  amounts  paid  to  nonradiologists  for 
providing  a  given  test  can  be  greater  than  those  paid  to  radiologists 
for  providing  the  same  service.  OBRA  90  limits  make  sure  that  the 
amount  paid  to  either  a  nonradiologist  or  a  radiologist  will  be  the 
same  according  to  the  radiological  fee  schedule.  This  limit  antici- 
pates the  kinds  of  changes  that  will  go  on  in  physician  payment  re- 
form, when  the  service  provided,  and  not  the  specialty  of  the  pro- 
vider who  performs  the  service,  will  determine  the  amount  of  pay- 
ment. 

So  while  the  issue  of  nonradiologists  getting  paid  more  than  radi- 
ologists for  identical  services  is  moot,  the  question  as  to  whether 
or  not  those  physicians  who  own  their  own  equipment  doing  sub- 
stantially more  testing  than  those  who  do  not  still  is  a  legitimate 
issue,  and  one  that  we  have  some  interest  in  on  our  own.  We  have 
been  giving  some  thought  to:  one,  how  we  would  try  to  assess 
whether  testing  is  necessary  or  unnecessary;  and  two,  how  we 
might  be  able  to  curb  abuse  through  more  appropriate  or  lower 
fees.  We  continue  to  be  troubled  by  this  very  striking  variation  that 
was  reported,  physicians  owning  equipment  and  those  who  do  not. 

Senator  Harkin.  Do  you  have  any  way  of  auditing  or  taking  a 
look  and  seeing  if  a  physician  is  self-referring  more  than  once  or 
twice  on  a  patient  on  imaging? 

Dr.  WiLENSKY.  As  part  of  our  study,  we  are  attempting  to  de- 
velop a  statistical  profile  from  data  from  a  number  of  States  so  that 
we  will  get  a  better  sense  of  those  physicians  who  have  a  financial 
interest  and  those  that  do  not.  Sometimes,  it  is  difficult  to  assess 
i  whether  or  not  there  is  ownership  involved.  It  is  a  httle  easier  to 
determine  ownership  if  imaging  is  being  delivered  in  the  physi- 
cian's own  office,  for  example,  than  if  the  physician  has  ownership 
I  in  an  outside  entity  where  that  ownership  is  not  obvious.  However, 
j  the  statistical  profiling  should  help  to  see  whether  or  not  there  is 
I  difference  according  to  this  financial  interest;  it  is  again  much 
more  difficult  to  determine  ownership  in  an  outside  entity  in  which 
the  physician  has  some  interest,  because  ownership  outside  the 
physician's  own  office  is  rarely  readily  apparent. 
I     Senator  Harkin.  Is  this  going  on  in  any  other  areas  of  medicine, 
do  you  know? 

l5r.  V/lLENSKY.  Well,  the  general  consensus  is,  yes.  We  were  di- 
1  rected,  as  part  of  OBRA  90,  to  examine  a  minimum  of  six  entities 
I  for  patterns  of  abuse,  including:  ESRD  facilities,  parenteral  and  en- 

teral  suppliers,  ambulance  services,  physical  therapy  services.  We 
I  are  certainly  giving  a  lot  of  thought  to  making  sure  that  one  of  the 
^  areas  that  we  look  at  is  ima^ng,  because  there  has  been  such 

major  growth  in  these  expenditures.  But  we  also  are  directed  to 
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look  at  this  issue  of  physician  ownership  interest  in  entities  outside 
the  office  as  well. 

AUTOMATED  TRACKING  OF  PRESCRIPTION  ABUSES 

Senator  Harkin.  I  see.  There  is  another  area  somewhat  similar 
to  this.  The  inspector  general's  office  has  developed  a  computer 
data  base  system  that  permits  States  to  identify  individuals,  phar- 
macies, ana  physicians,  who  use  and  prescribe  excessive  amounts 
of  abusable  drugs  under  Medicaid. 

According  to  the  inspector  general,  over  $0.5  billion  of  Medicaid 
funds  is  spent  annually  on  what  are  called  street  drugs  in  vogue 
with  addicts.  How  many  States  are  using  computer  programs  such 
as  the  one  developed  by  the  inspector  general  to  zero  in  on  the 
most  likely  cases  of  fraud  and  abuse  in  this  area? 

Dr.  WiLENSKY.  We  are  now  trying  to  encourage  States  to  make 
use  of  the  computer  program  that  the  inspector  general  has  devel- 
oped. HCFA  has  instructed  all  of  our  regional  offices  dealing  di- 
rectly with  the  States  to  encourage  them  to  consider  using  this  sys- 
tem, and  if  they  are  not,  to  seriously  do  so  now.  I  do  not  know  the 
exact  number  of  States  currently  using  the  program.  My  memory 
is  that  20  or  25  States  are  currently  employing  it. 

Senator  Harkin.  Well,  is  there  any  way  of  getting  them  to  in- 
crease that — 20,  25?  I  mean,  why  are  there  not  50  States  doing 
this?  If  you  are  talking  about — ^if  the  inspector  general  is  halfway 
right,  $0.5  billion  a  year,  it  would  seem  to  me  that  not  only  would 
we  save  money,  but  we  would  cut  down  on  abusable  drugs. 

Dr.  WiLENSKY.  Yes;  as  I  have  said,  in  the  last  couple  of  weeks 
we  have  actively  asked  our  regional  offices  to  convey  to  each  of  the 
State  Medicaid  agencies  that  we  support  this  program,  that  we 
think  the  States  ought  to  do  it,  and  that  if  they  are  not  using  the 
program  now  they  ought  to  think  seriously  about  doing  so.  We 
would  be  glad  to  consider  whether  or  not  this  request  alone  is  suffi- 
cient. We  nave  not,  up  until  now,  taken  other  actions  to  encourage 
the  use  of  this  program. 

We  have,  of  course,  been  working  with  the  inspector  general  and 
with  the  DEA  to  try  to  think  about  ways  to  reduce  this  type  of  drug 
abuse.  It  is  an  issue  that  we  are  continuously  concerned  about.  I 
have  seen  videos  where  it  appears  there  are  still  plenty  of  trans- 
actions going  on  in  various  States.  We  will  be  very  glad  to  pursue 
this  matter  further. 

Senator  Harkin.  Well,  I  urge  you  to  pursue  it  vigorously. 

Also,  do  you  keep  track  of  doctors  and  pharmacists  who  are 
banned  from  the  Medicaid  Program? 

Dr.  WiLENSKY.  The  answer  is  yes. 

Senator  Harkin.  You  do  track  that.  Well,  I  hope  you  do  pursue 
this  other  thing  very  vigorously. 

Dr.  WiLENSKY.  We  can  alert  you  and  your  staff  as  to  the  results 
of  this  encouragement.  We  will  be  measuring  our  success,  and  will 
let  you  know,  ^er  going  out  to  the  States,  whether  or  not  our  re- 
quest has  resulted  in  any  additional  use  by  the  States.  If  this  is 
not  the  case,  we  will  find  out  what  the  problem  is.  We  will  be  glad 
to  keep  you  informed  on  this. 

Senator  Harkin.  I  appreciate  that. 

[The  information  follows:] 
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Excess  Drug  Prescriptions  Under  Medicaid 

Eight  States  are  implementing  the  Office  of  Inspector  General  software  that  facili- 
tates the  identification  of  individuals,  pharmacies,  and  physicians  who  use  and  pre- 
scribe excessive  amounts  of  often-abused  drugs.  Another  twenty-two  States  are  re- 
viewing the  documentation.  We  have  asked  our  Regional  Offices  to  contact  the  re- 
maining States  to  ask  them  to  consider  use  of  the  OIG  software. 

All  States  with  a  Medicaid  Management  Information  System  (MMIS)  conduct 
postpayment  reviews  of  patterns  of  provider  practice  and  recipient  use  of  Medicaid 
services.  The  only  States  without  an  MMIS  are  Nevada  and  Rhode  Island.  Prescrip- 
tion drugs  are  reviewed  fi^m  three  perspectives:  (1)  physician  prescribing  patterns; 
(2)  pharmacy  dispensing  patterns;  and  (3)  recipient  use.  This  activity  is  accom- 
plished through  Surveillance  and  Utilization  Review  (SUR)  reports  from  the  MMIS. 

In  order  to  track  doctors  and  pharmacists  banned  from  the  Medicaid  program,  a 
Cumulative  Sanction  Report  is  published  annually  on  April  30  and  distributed  to 
all  State  Medicaid  Agencies.  This  report  is  updated  monthly  with  additional  sanc- 
tion and  reinstatement  information. 

Many  States  have  implemented  recipient  restriction  and  lock-in  programs.  The 
most  common  reason  for  being  placed  on  lock-in  is  abuse  of  prescription  drugs. 
States  such  as  Texas  (13,000  lock-ins)  and  Michigan  (6,000  lock -ins)  have  many 
years  of  experience  in  managing  lock-in  programs.  States  use  SUR  exception  criteria 
to  identiiy  recipients  who  are  candidates  for  lock -in.  Following  case  review,  recipi- 
ents identified  as  abusers  may  receive  a  warning  letter  or  mandatory  education  on 
proper  use  of  health  services.  Recipients  who  continue  to  abuse  the  program  may 
oe  asked  to  select  one  physician  or  pharmacy.  Physicians  and  pharmacists  are 
screened  for  their  appropriateness  as  a  lock-in  provider.  Included  among  the  States 
¥dth  successful  lock-in  programs  are  California,  Connecticut,  Maine,  Maryland,  Min- 
nesota, New  York,  Ohio,  and  Virginia. 

Through  memoranda  to  our  regional  offices  (RO's),  we  have  encouraged  States  to 
consider  using  the  OIG  computer  software  as  a  supplement  to  the  SUR  reporting 
activity.  According  to  the  OIG,  eight  States  are  implementing  the  software,  and  an- 
other twenty-two  are  reviewing  the  documentation.  We  will  keep  the  Senator  in- 
formed about  the  progress  of  this  initiative. 

SHARED  PROCESSING  AND  MAINTENANCE  ARRANGEMENTS 

Senator  Harkin.  Last  question.  Last  year,  as  a  result,  again,  of 
some  of  the  inspector  general's  findings,  in  which  we  found  that 
Medicare  contractors  were  buying  these  huge  computers  and  using 
separate  systems,  we  talked  about  developing  shared  computer 
maintenance  systems  as  well  as  requiring  sharing  of  computer 
hardware  and  software  to  reduce  the  claims  processing  costs,  and 
so  last  year  I  introduced  legislation  to  require  that. 

I  just  wonder,  have  you  been  able  to  accomplish  through  these 
administrative  processes — through  shared  computer  maintenance 
and  processing  arrangements,  have  you  been  able  to  accompUsh 
any  savings? 

Dr.  WiLENSKY.  It  is  our  estimate  that  the  savings  from  shared 
maintenance  and  processing  for  fiscal  years  1990  and  1991  has 
been  over  $30  million.  We  have  a  number  of  States  that  are  using 
shared  maintenance  or  processing.  We  are  continuing  to  try  to  en- 
courage these  initiatives,  but  as  I  indicated  a  little  earlier,  we  are 
taking  a  look  at  the  whole  issue  of  how  to  try  to  get  greater  uni- 
formity and  greater  efficiency  into  the  contractor  system  beyond 
shared  maintenance  and  processing  efforts. 

We  think  that  our  common  working  file,  which  came  on  line  at 
the  end  of  calendar  year  1990,  will  also  help.  The  common  working 
file  is  a  merging  together  of  part  A  and  part  B  information  on  a 
beneficiary  basis,  with  some  nine  common  host  sites. 

While  the  common  working  file  has  brought  much  more  com- 
monality in  terms  of  beneficiary  information,  we  are  interested,  in 
a  much  broader  sense,  about  how  we  can  try  to  get  more  efficiency 
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into  the  whole  contractor  system,  including  rethinking  issues  like 
how  many  entities  should  be  involved,  what  their  roles  should  be, 
and  how  the  entities  should  be  configured.  We  hope  to  be  discuss- 
ing this  project  in  more  detail  later  during  this  calendar  year. 

Senator  Harkin.  Will  you  let  us  know  if  you  think  we  need  any 
more  legislative  effort  in  this  area? 

Dr.  WiLENSKY.  Sure.  I  would  be  glad  to. 

Senator  Harkin.  Senator  Specter? 

Senator  Specter.  Thank  you. 

VENTILATOR  DEMONSTRATION  DELAY 

Dr.  Wilensky,  I  am  interested  in  what  has  happened,  as  you  may 
well  suspect,  with  the  ventilator-dependant  imits  demonstration 
project  for  Temple  University  Hospital. 

As  I  take  a  look  at  the  chronology  of  this  issue,  I  wonder  again, 
as  I  have  wondered  on  so  many  occasions  in  the  past,  about  the  ef- 
ficacy of  the  money  we  spend  on  these  kinds  of  projects  and  the 
way  the  bureaucracy  works  and  just  exactly  what  is  happening, 
how  much  it  costs  us  to  get  to  somewhere. 

This  is  the  chronology  which  has  been  represented  to  me,  and  I 
would  be  interested  to  know,  first  of  all,  if  it  is  accurate. 

I  am  told  that  since  July  1988,  Temple  has  been  engaged  in  a 
matter  with  your  Department  on  HCFA  ventilator-dependant  unit 
demonstration  project.  In  1988,  the  Catastrophic  Coverage  Act 
mandated  that  the  Secretary  of  Health  and  Human  Services  select 
up  to  five  ventilator  demonstration  projects  to  examine  the  effec- 
tiveness of  rehabilitation  for  chronic  ventilator-dependant  patients. 

On  October  1,  1989,  Temple  University  Hospital  was  informed  by 
HCFA  that  its  application  to  operate  a  ventilator  demonstration 
was  approved.  The  grant  was  to  be  for  3  years,  contingent  upon  ac- 
ceptance of  Temple's  waiver  of  cost  estimate,  and  also  approved 
were  hospitals  in  Illinois,  Michigan,  Rhode  Island,  and  Minnesota. 

In  order  to  be  eligible  for  this  grant,  institutions  had  to  have  an 
up-and-running  ventilator  imit  located  outside  of  their  intensive 
care  unit,  and  Temple  reports  having  maintained  the  operation  of 
this  unit  since  July  1988. 

In  a  sense  of  exasperation,  a  number  of  Senators — Heinz,  Duren- 
berger,  Dixon,  Simon,  Chafee,  Boschwitz,  and  I — sent  you  a  letter 
on  October  12,  1990,  expressing  concern  over  the  long  delay  in  de- 
veloping the  waiver  estimates  and  urging  expediting  the  com- 
mencement of  the  project. 

In  a  letter  dated  November  19,  1990,  you  stated  that  the  cost 
waiver  estimates  finally  had  been  completed  and  were  under  re- 
view by  the  Department. 

Now,  3V2  months  later,  the  demonstration  projects  have  not  com- 
menced. My  first  question:  Is  that  an  accurate  chronological  state- 
ment? 

Dr.  Wilensky.  I  think  I  would  like  to  indicate  something  about 
what  went  on  in  the  interim — particularly  around  1989  

Senator  Specter.  I  would  be  very  interested  to  hear  you  state 
what  went  on  in  the  interim,  but  I  would  like  an  answer  to  my 
question  first. 
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Dr.  WiLENSKY.  Well,  in  regard  to  when  this  demonstration  was 
I  first  put  into  statute,  our  progress  as  of  1990  and  where  we  are 
now,  I  have  no  quarrel  with  your  recounting.  It  is  accurate. 

Senator  Specter.  My  statement  of  facts  is  correct. 

Dr.  WiLENSKY.  Right.  In  the  interim,  I  have  been  told  that  there 
were  some  other  activities  that  were  going  on  during  the  1988-89 
period  which  I  will  share  with  you.  However,  this  does  not  address 
the  fact  that  the  demonstration  has  not  yet  started. 

Senator  Specter.  Have  you  previously  advised  me  of  what  you 
.  are  about  to  say? 

!    Dr.  WiLENSKY.  It  is  my  understanding  that  

Senator  Specter.  Well,  Dr.  Wilensky,  you  wrote  to  me  and  the 
other  Senators  on  November  19,  1990,  and  I  have  just  re-read  your 
letter  and  my  question  to  you  is,  have  you  told  me  or  the  others 
about  these  other  factors? 

Dr.  WiLENSKY.  I  have  not  personally  told  you.  It  is  my  under- 
standing that  what  we  would  like  to  do  differently  on  this  dem- 
onstration from  what  we  intended  has  been  discussed  with  your 
staff  recently. 

Senator  Specter.  Let  us  hear. 

Dr.  WiLENSKY.  OK.  First,  this  is  a  very  long-drawn-out  process. 

Senator  Specter.  I  already  know  that  much. 

Dr.  WiLENSKY.  I  am  not  questioning  that. 

Senator  Specter.  I  already  know  that  much. 

Dr.  WiLENSKY.  I  want  you  to  understand  I  am  not  questioning 
that  there  has  been  an  exceedingly  long  period  in  getting  this  dem- 
onstration up  and  running.  It  is  not  the  only  time  it  has  happened, 
but  it  is  not  the  typical. 

Senator  Specter.  It  is  not  the  only  time  it  happened? 

Dr.  WiLENSKY.  It  is  not  the  only  time.  We  have  a  tremendous 
number  of  mandated  

Senator  Specter.  When  else  has  it  happened,  since  you  have 
brought  up  that  it  is  not  the  only  time  that  it  happened?  I  mean, 
what  is  going  on  with  the  administration  of  this  program? 

HISTORY  OF  THE  DEMONSTRATION 

Dr.  WiLENSKY.  Well,  let  me  explain  what  went  on  earlier,  be- 
cause it  will  give  you  some  sense  of  the  kinds  of  timeframes  in- 
volved in  starting  a  demonstration. 

This  demonstration  was  part  of  the  1988  Reconciliation  Act,  or 
the  Medicare  Catastrophic  Coverage  Act.  In  fact,  it  is  my  under- 
standing that  a  cooperative  agreement  was  entered  into  late  in 
1988,  and  that  the  demonstration  design  was  given  back,  in  accord- 
ance with  Temple  as  well  as  with  a  number  of  other  places,  some- 
time in  the  fall  of  1989  or  later. 

So  that  the  sense  that  hospitals  hosting  the  demonstration 
were — they  may  have  been  ready  to  be  up  and  running,  but  in 
terms  of  having  come  to  any  agreement  about  the  research  design 
i  over  the  course  of  the  entire  demonstration,  did  not  occur  until 
'  later  in  1989. 

That  is  not  atypical,  because  it  takes  us  a  while  to  establish  a 
research  solicitation  process,  it  takes  more  time  for  institutions  to 
respond,  and  it  takes  additional  time  to  convene  a  panel  of  tech- 
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nical  experts  to  assess  the  responses  and  to  make  any  appropriate 
changes.  That  is  the  only  information  

Senator  Specter.  Temple  responded  on  October  1,  1989 — or  rath- 
er, Temple  was  informed  by  HCFA  that  its  application  was  ap- 
proved on  October  1,  1989.  Let  us  work  backward.  Dr.  Wilensky, 
in  the  interests  of  time  so  that  our  inquiry  here  will  not  be  as  long 
as  the  project. 

Dr.  Wilensky.  OK 

Senator  Specter.  What  has  happened  since  November  19,  when 
you  wrote  to  this  lar^e  group  of  Senators  that  the  cost  waiver  esti- 
mates had  been  completed  and  were  under  review? 

Dr.  Wilensky.  What  has  happened  is  that  in  a  subsequent  rec- 
onciliation act  we  were  directed  to  develop  prospective  payment 
systems  for  all  sorts  of  activities,  including  PPS-exempt  hospitals. 
Therefore,  we  have  been  questioning  the  reasonableness  of  going 
forward  with  this  particular  demonstration  on  a  cost  basis  when  we 
have  been  directed  by  the  Congress,  appropriately,  we  believe,  to 
work  hard  to  try  and  establish  prospective  payment  for  currently 
PPS-exempt  institutions,  including  hospitals  like  those  targeted  by 
this  demonstration. 

MODIFICATION  OF  THE  DEMONSTRATION 

What  we  have  been  exploring  internally,  and  lately  with  your 
staff  and  the  staffs  of  the  other  Senators  who  expressed  interest, 
is  to  try  to  make  an  accommodation  of  starting  out  in  the  first  year 
of  the  demonstration  under  a  cost  basis.  The  work  has  been  done, 
the  hospitals  are  ready  to  go,  they  are  appropriately  anxious  and 
more  than  ready  to  start.  But  that  in  the  second  year,  converting  i 
to  a  prospective  payment  system  for  the  second  and  third  years  of 
the  demonstration  would  help  us  learn  something  that  will  help  us  j 
as  we  attempt  to  abandon  cost-based  reimbursement.  P 

We  have  been  ready  to  move  forward  with  this  accommodation,  r 
We  have  been  exceedingly  troubled  by  the  possibility  of  undertak- 
ing a  3-year  demonstration  that  will  not  help  us  learn  anything 
about  the  reimbursement  climate  that  Congress  has,  in  our  view  ' 
wisely,  instructed  us  to  pursue.  So,  we  have  discussed  whether  or 
not  the  concerned  members  would  regard  our  proposed  accommoda-  ^ 
tion  that  as  an  appropriate  modification  to  the  demonstration — so 
we  can  start  up  immediately,  and  then  convert  to  prospective  pay-  ^ 
ment  during  the  second  year.  ^ 

It  has  been  my  understanding  from  discussions  with  my  staffs 
that  this  proposal  has  generally  been  regarded  as  a  reasonable  ' 
strategy,  and  that  we  have  received  positive  responses.  This  is  the  ^ 
direction  we  now  intend  to  pursue.  f 

Senator  Specter.  I  do  not  understand  what  you  just  said.  ? 

Dr.  Wilensky.  All  right,  let  me  try  and  explain  it.  We  pay  most^ 
hospitals  

Senator  Specter.  I  think  you  got  a  direction  from  Congress  in' 
the  Reconciliation  Act.  ^ 
Dr.  Wilensky.  Right.  In  the  1990—  ^ 
Senator  Specter.  Which  you  consider  to  be  a  wise  direction.  ' 
Dr.  Wilensky.  Right. 

Senator  Specter.  Unlike  other  congressional  directions.  j 
Dr.  Wilensky.  This  was  a  particularly  wise  direction. 
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Senator  Specter.  Particularly  wise  direction. 

Is  that  causing  you  to  reexamine  this  whole  proposition,  because 
some  of  the  factors  do  not  make  sense  for  year  two  but  they  might 
make  sense  for  year  one? 

Dr.  WiLENSKY.  They  do  not  make  sense  for  year  one,  but  every- 
body involved  in  the  demonstration  is  ready  to  go,  and  rather  than 
delay  while  redesigning  the  year  one  

Senator  Specter.  It  does  not  make  sense  for  year  one,  but  you 
will  go  anyway? 

Dr.  WiLENSKY.  Right,  that  is  correct.  It  does  not  make  sense  for 
year  one. 

Senator  Specter.  It  does  not  make  sense  for  year  one — — 
Dr.  WiLENSKY.  No. 

Senator  Specter.  But  you  will  do  that  anyway? 
Dr.  WiLENSKY.  Right,  at  the  start  only,  because  of  the  enor- 
mously long  delay. 

DELAY  AND  MODIFICATION  OF  THE  DEMONSTRATION 

Senator  Specter.  When  are  you  going  to  do  that? 
Dr.  WiLENSKY.  I  think  we  are — ^well,  I  should  not  say  that.  I 
think  we  are  ready  to  go. 
Senator  Specter.  Should  not  say  what? 

Dr.  WiLENSKY.  I  was  going  to  say  I  think  we  are  ready  to  go  im- 
mediately. I  do  not  know  how  the  redirection  

Senator  Specter.  When  is  immediately? 

Dr.  WiLENSKY.  While  we  had  been  ready  to  go  ahead — I  will  have 
to  reverify  this  is  true.  I  do  not  think  there  is  anything  stopping 
us  from  going  ahead  in  the  next  week  or  two.  We  had  been  plan- 
ning to  direct  the  various  hospitals  to  proceed  as  they  have  pro- 
posed to  us  for  year  one,  but  to  come  back  to  us  with  redesigns  for 
years  two  and  three  in  terms  of  the  new  pa)nnent  schedule.  I  do 
not  know  what  piece  of  paper  we  need  to  move  this  forward,  and 
whether  we  will  be  prevented  from  literally  saying:  "Start,  but 
know  what  you  have  to  come  up  with  in  the  next  few  months,  be- 
fore you  can  start  year  two." 

Senator  Specter.  It  will  not  prevent  you  from  literally  saying,  go 
ahead,  but  you  will  have  to  come  back? 

Dr.  WiLENSKY.  Right.  Well,  the  reason  is,  if  we  do  not  

ji    Senator  Specter.  How  are  we  to  function  in  this  kind  of  a  con- 
!  text,  with  this  kind  of  a  timeframe,  when  my  constituents  come  to 
\  me,  and  my  staff  comes  to  me,  and  it  takes  me  so  long  to  figure 
I  out  what  has  happened,  and  I  now  ask  you  because  we  have  a  mo- 
ment to  talk  about  this  at  a  hearing,  which  is  only  illustratively 
one  project,  but  our  office  is  absolutely  inundated  with  them  from 
a  State  the  size  of  Pennsylvania,  and  I  hear  this  goes  on  in  all  the 
;  other  States. 

I  am  trying  to  explore  with  you  in  some  modest  amount  of  time, 
,  because  we  all  have  so  many  things  to  do,  and  what  I  hear  you  say- 
ing is  that  you  do  not  like  the  project  at  this  point,  but  you  are 
I  willing  to  go  ahead  with  it  in  the  first  year  and  then  you  are  going 

to  want  to  nave  years  two  and  three  redesigned. 
H    There  are  so  many  questions  which  arise  from  your  answer.  No. 
1,  why  are  you  going  to  go  ahead  with  a  project  you  do  not  like? 
No.  2,  if  you  are  going  to  nave  years  two  and  three  redesigned,  are 
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they  going  to  be  able  to  be  redesigned  and  answered  before  year 
two  starts? 

Based  on  the  history  here — we  have  been  working  on  this  for  3 
years  now.  What  expectation  is  there  that  there  will  be  an  answer 
to  years  two  and  three  before  year  two  starts?  | 

Dr.  WiLENSKY.  Let  me  respond  to  each  of  those  questions  sepa- 
rately. If  there  are  any  other  projects  or  activities  going  on  in 
Pennsylvania  that  you  would  like  to  explore  with  me,  in  or  out  of 
the  hearing  process,  I  will  always  be  pleased  to  meet^just  call  my 
office.  I  will  be  glad  to  talk  about  any  activities  that  you  think  are 
not  progressing  as  they  should.  This  particular  project  got  de- 
railed— do  not  know  all  the  reasons  why. 

Senator  Specter.  I  am  not  unaware  of  your  willingness  to  do 
that,  but  I  just  do  not  have  the  time  to  do  that. 

Dr.  WiLENSKY.  All  right. 

Senator  Specter.  So  tell  me  about  this  one. 

Dr.  WiLENSKY.  The  reason  we  would  like  to  start  now,  in  accord-  ' 
ance  with  the  accommodation  I  outlined,  is  because  the  delay  has 
been  so  long.  We  are  concerned  about  its  length,  nor  are  we  pleased  t 
by  it.  It  happened.  i 

Senator  Specter.  Well,  when  are  you  going  to  start?  ! 

Dr.  WiLENSKY.  It  is  my  understanding  we  are  ready  to  start  now.  i 

It  is  our  interest   ' 

r 

REQUIREMENTS  FOR  PROCEEDING  WITH  THE  DEMONSTRATION 

Senator  Specter.  What  has  to  be  done  so  that  Temple  University 
can  proceed? 

Dr.  WiLENSKY.  There  are  two  ways  that  we  can  proceed  with  the 
project.  The  fastest,  but  not  the  best  way,  is  to  do  a  project  for  3 
years  that  is  based  on  cost-based  reimbursement.  We  could  do  that,  i 
but  it  would  not  be  particularly  helpful.  This  is  not  a  strategy  that 
we  believe   I 

Senator  Specter.  That  is  the  fastest  but  not  the  best  way? 

Dr.  WiLENSKY.  That  is  right.  We  believe  that   I 

Senator  Specter.  What  do  you  recommend? 

Dr.  WiLENSKY.  Well,  it  would  be  best  to  use  a  prospective  pay- 
ment system  for  all  3  years,  but  we  understand  that  would  require 
the  facilities  to  stop,  redesign  their  participation,  and  develop  a 
new  plan.  [ 

Senator  Specter.  How  long  would  it  take  them? 

Dr.  WiLENSKY.  I  do  not  know.  I  assume  several  months.  I  do  not  ^ 
know.  We  have  not  asked  them  how  long.  ' 

Senator  Specter.  Well,  you  have  not  asked  them  to  do  it  either,  j 
have  you? 

Dr.  WiLENSKY.  No;  we  have  been  speaking  with  the  interested 
Senators  and  staffs  first. 

As  a  compromise,  in  order  to  be  able  to  start  immediately,  we 
thought  it  permissible  to  start  on  the  basis  of  the  design  that  they) 
have  submitted  and  that  we  have  accepted,  based  on  a  cost-based; 
reimbursement  system,  and  to  ask  the  hospitals  in  year  2  to  bring| 
to  us  a  design  that  would  have  a  prospective  payment  attached  to^ 
it,  so  that  we  could  learn  something  fi-om  prospective  payment,  but^ 
would  not  engage  in  any  further  delay  of  the  demonstration.  i 
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Senator  Specter.  So  what  you  are  saying  is  that  while  you  might 
like  to  redesign  all  three  of  the  years,  you  think  it  would  make  at 
least  some  sense  to  proceed  now  with  year  one  on  the  basis  of  the 
plan  submitted? 

Dr.  WiLENSKY.  Correct. 

Senator  Specter.  Then  to  redesign  years  two  and  three? 
Dr.  WiLENSKY.  Correct. 

Senator  Specter.  Now,  what  kind  of  document  or  statement  is 
necessary  from  your  agency  for  Temple  to  proceed  with  year  one? 

Dr.  WiLENSKY.  I  do  not  think  anything  further,  other  than  our 
directive  to  tell  them  to  go. 

Senator  Specter.  Well,  how  do  we  get  that  directive? 

Dr.  WiLENSKY.  Well,  it  would  have  to  be  with  the  understand- 
ing— they  need  to  be  alerted  to  what  they  are  going  to  face  2  to  3 
years  in  advance.  Currently,  a  design  has  been  submitted  to  us 
that  indicates  that  years  two  and  three  will  look  like  year  one.  We 
will  have  to  direct  the  hospitals  that  year  one  is  fine,  what  we  ex- 
pect from  years  two  and  three.  As  long  as  they  are  willing  to  go 
ahead,  they  would  proceed  on  the  basis  of  that  understanding. 

Senator  Specter.  All  right,  I  imderstand  that.  Now,  what  sort  of 
a  paper  has  to  be  issued  to  effectuate  that  proposal? 

Dr.  WiLENSKY.  It  is  my  understanding  only  a  letter  from  our  Of- 
fice of  Research  and  Demonstrations  is  needed. 

Senator  Specter.  Only  a  letter.  When  can  we  get  the  letter? 

Dr.  WiLENSKY.  I  will  call  you  as  soon  as  I  know  when  we  can  get 
the  letter.  I  do  not  anticipate  it  would  be  very  long. 

Senator  Specter.  How  about  today? 

Dr.  WiLENSKY.  I  will  see. 

Senator  Harkin.  It  depends  how  long  we  keep  her  here. 
1     Senator  Specter.  Well,  it  is  a  question  of  how  many  of  my  other 
l'  issues  I  take  up,  Mr.  Chairman.  I  am  going  to  terminate  my  ques- 
tions now  so  that  we  give  them  the  maximum  time  on  the  balance 
of  the  day  to  get  the  letter  out. 

I  would  like  for  you  to  answer,  in  writing,  what  is  the  cost  to  all 
parties  concerned  on  this  process  up  to  this  date.  I  would  like  you 
to  give  me  a  cost  figure  for  what  it  has  cost  Temple  University  and 
each  of  the  imiversities,  what  it  has  cost  the  Department  of  Health 
and  Human  Services  for  all  of  the  bureaucratic  processing  to  date, 
and  we  will  figure  out  what  it  has  cost  the  various  Senators  and 
our  staff  offices,  because  I  intend  to  make  a  determination  as  to 
f  just  what  the  cost  is  here. 

,  My  principal  goal  is  to  try  to  get  this  moved  today,  so  I  am  not 
asking  any  further  questions  at  the  moment,  except  to  ask  you  if 
you  are  willing  to  provide  that  cost  for  me? 

Dr.  WiLENSKY.  Certainly  we  will  do  the  best  we  can. 

[The  information  follows:] 

Ventilator-Dependent  Unit  Demonstration 

Since  HCFA  awarded  the  no-cost  grants  to  the  ventilator  demonstration  sites  in 
October  1989,  HCFA  estimates  that  it  has  spent  1,700  staff  hours  on  the  dem- 
I  onstration.  We  estimate  that  the  costs  that  Temple  and  the  other  universities  have 
1  incurred  to  this  point  have  been  minimal  because  HCFA  and  its  contractor,  Lewin/ 
I  ICF,  have  done  the  actual  preparation  of  the  waiver  cost  estimates,  developing  cri- 
teria for  admitting  patients  to  ventilator  units,  and  preparing  an  evaluation  design. 
The  universities  have  supplied  the  basic  information  for  these  analyses.  To  date, 
Lewin  has  billed  HCFA  $307,000  for  their  services. 
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Finally,  we  believe  that  hurdles  slowing  the  start  of  the  demonstration  have  been 
cleared  and  we  are  now  moving  forward  with  all  due  speed  to  begin  the  full  dem- 
onstration. 

QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

Senator  Specter.  Thank  you  very  much.  Thank  you,  Mr.  Chair- 
man. 

Senator  Harkin.  Thank  you,  Senator  Specter.  Thank  you  very 
much.  Dr.  Wilensky. 

There  will  be  some  additional  questions  from  various  Senators 
which  we  will  submit  to  you  for  your  response. 

[The  following  questions  were  not  asked  at  the  hearing,  but  were 
submitted  to  the  Department  for  response  subsequent  to  the  hear- 
ing:] 
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QUESTIONS  SUBMITTED  BY  THE  SUBCOMMFITEE 

PROCEDURES  FOR  POCKET  ROCKET  TESTS 

Question.     What  procedures  have  you  put  into 
effect  to  make  sure  that  Medicare  Contractors  deny 
payment  for  pocket  rocket  tests? 

Answer.     All  Medicare  carriers  conduct 
postpayment  medical  review  to  detect  overutilization, 
fraud  and  abuse.     If  a  provider  billed  Medicare  for 
an  excessive  number  of  ultrasound  diagnostic  5 
procedures,  or  a  carrier  suspected  him  or  her  of 
program  fraud  or  abuse,  the  provider  would  be 
selected  for  postpayment  review.     In  addition,  if  the 
carrier  determined  that  payment  had  been  made  for  a 
pocket  doppler  at  the  same  rate  as  a  more  complex 
ultrasound  service,  it  would  recover  the  overpayment. 
In  HCFA's  response  to  the  OIG's  draft  report,  "Low- 
Cost  Ultrasound  Equipment,"  we  agreed  to  investigate 
the  possibility  of  revising  procedure  codes  and  re- 
reimbursement  rates  to  distinguish  among  tests  jo 
performed  using  ultrasound  equipment  of  varying 
sophistication.     A  revision  of  the  procedure  codes 
would  facilitate  prepayment  medical  review  of 
ultrasound  services. 


OTHER  DEVICES  SUBJECT  TO  ABUSE 

Question.     Do  you  know  of  any  other  devices 
(other  than  the  pocket  rocket)  that  might  be  subject 
to  similar  abuse? 

Answer.     Carriers  conduct  postpayment  medical  " 
review  to  detect  overutilization.     This  review 
entails  profiling  provider  utilization  rates.     If  a 
carrier  observes  an  unusual  increase  in  the 
utilization  of  a  type  of  service,  it  reviews  the 
practices  of  providers  exhibiting  the  increase  to 
evaluate  the  medical  necessity  of  the  services 
provided.     In  addition,  each  carrier  conducts  an 
annual  special  study  on  an  area  of  suspected  fraud  or 
abuse.     The  topics  and  results  of  each  study  are 
shared  with  all  carriers  through  an  electronic 
bulletin  board  maintained  through  HCFA's  central 
office.     Medical  devices  subject  to  abuse  are 
frequently  selected  as  special  study  topics. 

During  the  last  few  months  we  have  been  informed 
about  the  potential  abuse  of  durable  medical 
equipment  and  prosthetic  devices.     One  recent  example 
is  the  use  of  drugs  with  a  nebulizer.     Companies  with 
no  relationship  to  nebulizer  suppliers  may  submit 
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claims  without  any  certification  of  medical  necessity 
or  prescription.     To  correct  the  situation,  we  have 
encouraged  the  carriers  to  request  a  copy  of  the 
certification  of  need  for  the  oxygen  equipment  with 
annotation  of  the  need  for  the  drug  or  other 
physician  prescription  of  need.     This  has  reportedly 
greatly  reduced  the  number  of  such  claims. 

MEDICAL  EQUIPMENT  ABUSE 

There  is  bound  to  be  a  continuing  development  of 
technologies  with  potential  for  overcharging 
Medicare,  such  as  we  have  seen  with  pocket  rockets, 
TENS  units,   and  seat-life  chairs. 

Question.     Do  you  have  a  routine  assessment 
program  to  identify  these  devices  as  they  come  on  the 
market? 

Answer.     No,  the  FDA  approves  devices  for 
marketing.     We  can  only  determine  that  abuse  has 
occurred  after  the  fact. 

Question.     Might  there  be  another  10  or  15 
medical  devices  out  there  abusing  the  Medicare 
reimbursement  system? 

Answer.     We  cannot  say  how  many  other  devices  may 
be  contributing  to  Medicare  abuses.     Our  policy  is  to 
pay  only  for  items  that  are  reasonable  and  necessary. 
When  Medicare  Contractor  postpayment  medical  review 
indicates  potential  abuse,  we  investigate  and 
institute  appropriate  corrective  actions. 


IDENTIFICATION  OF  PROBLEMS  BY  THE  OIG 

Question.     Why  do  you  have  to  wait  for  Inspector 
General's  reports  to  identify  problems  before  you 
move  in,  when  the  problems  often  were  developing  for 
years,  wasting  considerable  amounts  of  money? 

Answer.     We  do  not  wait  for  reports  from  the 
Inspector  General  to  identify  problems.  Normally, 
corrective  action  plans  are  already  designed  to 
correct  problems,  long  before  any  report  is  made  by 
the  Inspector  General.     In  the  case  of  seat  lift 
chairs,  HCFA  was  first  to  inform  the  Inspector 
General  about  suspected  abuses.     In  some  cases,  even 
though  our  carriers  and  regional  offices  have  already 
identified  problems,  we  are  restrained  by  the 
Congress  from  addressing  them,  such  as  in  the 
Congressional  moratorium  on  inherent  reasonableness 
pricing  for  durable  medical  equipment  or  in  the 
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Congressional  mandate  that  fees  paid  for  parenteral 
and  enteral  nutrients  not  be  lowered. 


HIGHER  COSTS  FOR  HOSPITAL  OUTPATIENT  DEPARTMENTS 

The  Inspector  General's  Office  found  that 
Medicare  payments  for  certain  surgical  procedures 
were  higher  for  hospital  outpatient  departments  than 
for  ambulatory  surgery  centers.     An  estimated  $141.5 
million  in  payments  annually  would  be  saved  by 
decreasing  reimbursement  of  hospital  outpatient 
departments  to  levels  paid  ambulatory  surgery 
centers. 

Question.     Why  should  there  be  a  difference  in 
Medicare  payments  for  identical  procedures  performed 
in  various  outpatient  facilities? 

Answer.     The  reason  for  different  payment 
methodologies  for  procedures  performed  in  different 
settings  is  historical.     When  payment  for  services 
provided  in  ambulatory  surgical  centers  and  other 
centers  was  developed,  hospitals  were  still  being 
paid  based  on  reasonable  costs.     The  statute  has 
since  been  modified  to  specify  a  blended  payment 
methodology  for  most  surgical,  radiology,  and 
diagnostic  procedures  performed  in  a  hospital 
outpatient  department  based  in  part  on  the  hospital's 
reasonable  costs  and  in  part  on  rates  that  would  be 
paid  if  the  procedure  were  performed  outside  of  a 
hospital.     The  FY  1992  budget  proposal  would 
eliminate  the  variation  in  payment  across  settings 
and  create  uniform  prospective  rates  for  surgical, 
radiology,  and  diagnostic  procedures. 


Question.     Would  your  "uniform  payment" 
legislative  proposal,  estimated  to  save  $50  million, 
achieve  parity  in  Medicare  payments  between  hospital 
outpatient  departments  and  ambulatory  surgery 
centers? 

Answer.     Yes.     The  FY  1992  budget  proposes  to 
create  prospective  rates  for  surgical  procedures 
based  on  the  lower  of  average  hospital  costs  and  ASC 
rates.     These  new  prospective  rates  would  apply  in 
both  the  hospital  outpatient  and  ASC  setting. 
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POTENTIALLY  EXCESSIVE  NUMBER  OF  IMAGING  TESTS 

Question.     Do  you  have  any  evidence  that  doctors 
who  self-refer  are  ordering  an  unnecessary  amount  of 
imaging  tests? 

Answer.     At  present,  HCFA  has  only  anecdotal 
evidence  that  doctors  who  self-refer  are  ordering  an 
unnecessary  amount  of  imaging  tests.     However,  we 
have  been  mandated  by  Congress  to  conduct  a  study 
regarding  the  incidence  of  self -referral  of  imaging 
tests  and  will  provide  a  statistical  summary  by 
April  30,  1992. 

This  statistical  profile  will  compare  service 
utilization  rates  for  beneficiaries  that  receive  care 
from  entities  in  which  referring  physicians  have  some 
financial  interest  to  rates  for  those  whose 
physicians  have  no  financial  interest.     It  is 
therefore  somewhat  broader  than  the  question  of 
self -referral ,   looking  at  situations  of  any  physician 
financial  interest. 

We  are  required  to  survey  a  minimum  of  ten  states 
and  six  types  of  service  providers,  such  as 
diagnostic  imaging  services.     We  are  considering 
focusing  somewhat  on  the  high  cost  services  like 
magnetic  resonance  imaging  (MRIs)  and  ultrasound,  and 
on  those  services  with  a  high  potential  for  being 
furnished  by  other  than  the  ordering  physician.  This 
should  capture  information  beyond  the  more  limited 
question  of  self-referral. 


OVERUTILIZATION  OF  IMAGING  TESTS 

Question.     Concerning  self -referrals  of  patients 
by  a  physician  who  performs  his  or  her  own  imaging 
examinations,  isn't  such  self -referral  a  potential 
conflict  of  interest? 

Answer.     Diagnostic  imaging  tests  that  are  being 
performed  by  the  medical  community  today  include  a 
wide  assortment  of  studies  such  as  x-rays  (primarily 
skull  and  bone  examinations),  ultrasound, 
computerized  tomography  (CT)  scans,  and  magnetic 
resonance  imaging  (MRI).     Based  on  information 
available  to  us,  we  believe  that  most  non-radiologist 
physicians  participating  under  the  Medicare  program 
have  been  limiting  their  own  use  of  imaging  equipment 
to  the  least  expensive  x-ray  and  ultrasound 
equipment,  if  for  no  other  reason  than  the  cost  of 
purchasing  or  leasing  other  items  is  very  expensive. 
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While  the  potential  for  a  "conflict-of-interest" 
exists  with  respect  to  physicians  who  self-refer, 
there  are  limitations  in  our  authority  for  dealing 
with  it. 

o     Section  1801  of  the  Act  states  that  "nothing  in 
this  title  shall  be  construed  to  authorize  and 
Federal  officer  or  employee  to  exercise  any 
supervision  or  control  over  the  practice  of 
medicine  or  the  manner  in  which  medical  services 
are  provided  ,..."     Accordingly,  the  only 
effective  weapon  we  have  for  controlling 
excessive  self -referrals  is  Section  1862  (a)(1) 
(A)  of  the  Act,  which  states  that  "...no  payment 
may  be  made...   for  any  expenses  incurred  for 
items  or  services   . . .  which  . . .  are  not 
reasonable  and  necessary." 

o     Section  1877  of  the  Social  Security  Act  imposes 
restrictions  on  physical  ownership  or  investment 
interest  in  entities  that  furnish  clinical 
laboratory  services .     However,  the  statute  does 
not  authorize  us  to  apply  these  restrictions  to 
other  Medicare  providers  or  suppliers, 

o     Section  1877   (f)  of  the  Act  sets  forth  reporting 
requirements  for  ownership  arrangements.  This 
section  requires  the  Secretary  to  collect 
ownership  information  for  selected  entities  in  at 
least  10  States.     In  the  States  that  are  chosen, 
entities  that  furnish  diagnostic  imaging  of  any 
type  are  required  to  provide  us  with  a  list  of 
the  covered  items  and  services  that  are  furnished 
by  the  entity  and  the  names  and  unique  physician 
identification  numbers  of  all  physicians  with  an 
ownership  or  investment  interest  in  the  entity, 
or  whose  immediate  relatives  have  an  ownership  or 
investment  interest. 

o     Section  6204   (f)  of  OBRA  89,  as  amended  by 

Section  4207   (e)  of  OBRA  90,  requires  HCFA  to 
submit  to  Congress  a  statistical  profile 
comparing  utilization  of  items  and  services  by 
Medicare  beneficiaries  served  by  entities  in 
which  the  referring  physician  has  a  direct  or 
indirect  financial  interest  and  by  Medicare 
beneficiaries  served  by  other  entities.  This 
report  is  to  due  Congress  on  June  30,  1992. 


Question.     How  much  does  Medicare  pay  out  for 
imaging  tests ^  and  how  much  do  you  think  is 
unnecessary  overutilization? 
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Answer.     We  do  not  have  specific  figures 
regarding  how  much  is  paid  for  imaging  services. 
Medicare  contractors,  as  part  of  their  Medical  Review 
activities,  have  edits  designed  to  reject  claims  for 
further  development  when  over-utilization  is 
suspected. 


PHYSICIAN  AUDITS  FOR  EXCESSIVE  NUMBER  OF   IMAGING  CLAIMS 

Question.     Can  Medicare  Contractors  identify  and 
audit  physicians  who  submit  an  extraordinary  high 
number  of  reimbursement  claims  for  imaging  studies? 

Answer.     Yes.     Medicare  Contractors  currently 
conduct  a  program  of  postpayment  medical  review  to 
identify  and  audit  physicians  who  submit 
unexplainably  high  numbers  of  claims  for  all  types  of 
services.     If  a  physician  submits  a  large  number  of 
claims  for  imaging  tests,  a  carrier  draws  a  sample  of 
claims  and  patient  records  to  verify  the  medical 
necessity  of  the  service,  and  visits  the  site  of 
service  to  verify  the  type  of  equipment  used.     If  the 
physician  billed  for  an  inflated  level  of  service 
using  more  sophisticated  equipment  than  he  or  she 
actually  had,  the  carrier  would  recover  any 
overpayment . 

;  EXCESS  DRUG  PRESCRIPTIONS  UNDER  MEDICAID 

The  Inspector  General's  office  has  developed  a 
computer  data  base  system  that  permits  States  to 
identify  individuals,  pharmacies,  and  physicians  who 
use  and  prescribe  excessive  amounts  of  abusable  drugs 
under  Medicaid.     According  to  the  Inspector  General, 
over  half  a  billion  dollars  of  Medicaid  funds  are 
spent  annually  on  "street"  drugs  in  vogue  with 
addicts . 

Question.     How  many  States  are  using  computer 
programs  such  as  the  one  developed  by  the  Inspector 
General  to  zero  in  on  most  likely  cases  of  fraud  and 
abuse? 

Answer.     According  to  the  Office  of  the  Inspector 
General  (OIG) ,  eight  States  are  implementing  the 
software,  and  another  twenty- two  are  reviewing  the 
documentation.     All  States  with  a  Medicaid  Management 
Information  System  (MMIS)  conduct  postpayment  reviews 
of  patterns  of  provider  practice  and  recipient  use  of 
Medicaid  services.     The  only  States  without  an  MMIS 
are  Nevada  and  Rhode  Island.     Prescription  drugs  are 
reviewed  from  three  perspectives:  1)  physician 
prescribing  patterns;  2)  pharmacy  dispensing 
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patterns;  and  3)  recipient  use.  This  activity  is 
accomplished  through  Surveillance  and  Utilization 
Review  (SUR)   reports  from  the  MMIS. 

Question.     Do  you  keep  track  of  doctors  and 
pharmacists  banned  from  the  Medicaid  program? 

Answer.     Yes,  a  Cumulative  Sanction  Report  is 
published  April  30  of  each  year  and  distributed  to 
all  State  Medicaid  Agencies.     This  report  is  updated 
monthly  with  additional  sanction  and  reinstatement 
information. 


Question.     What  are  the  results  to  date  of 
curbing  use  of  Medicaid  funds  for  "street"  drugs? 

Answer.     States  use  lock-in  programs  to  restrict 
individual  recipients,  who  have  overutilized  Medicaid 
items  or  services,  to  designated  providers  for  a 
reasonable  period  of  time.     Many  States  have 
implemented  recipient  restriction  and  lock-in 
programs.     The  most  common  reason  for  being  placed  on 
lock-in  is  abuse  of  prescription  drugs.     States  such 
as  Texas  with  13,000  lock-ins  and  Michigan  with  6,000 
lock-ins  have  many  years  of  experience  in  managing 
lock-in  programs.     States  use  SUR  exception  criteria 
to  identify  recipients  who  are  candidates  for  lock- 
in.     Following  case  review,  recipients  identified  as 
abusers  may  receive  a  warning  letter  or  mandatory 
education  on  proper  use  of  health  services. 
Recipients  who  continue  to  abuse  the  program  may  be 
asked  to  select  one  physician  or  pharmacy. 

Physicians  and  pharmacists  are  screened  for  their 
appropriateness  as  a  lock-in  provider.  Included 
among  the  States  with  successful  lock-in  programs 
are:  California,  Connecticut,  Maine,  Maryland, 
Minnesota,  New  York,  Ohio,  and  Virginia. 

•o 

Question.     What  can  your  office  do  to  encourage 
States  to  take  stronger  actions  to  target  physicians 
and  pharmacies  that  run  Medicaid  drug  mills? 

Answer.     Through  memoranda  to  our  regional 
offices   (ROs),  we  have  encouraged  States  to  consider 
using  the  OIG  computer  software  as  a  supplement  to 
the  SUR  reporting  activity.     According  to  the  OIG, 
eight  States  are  implementing  the  software,  and 
another  twenty-two  are  reviewing  the  documentation. 
We  have  asked  our  ROs  to  contact  the  remaining  States 
to  ask  them  to  consider  use  of  the  OIG  software. 
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MEDICARE  CATARACT  DEMONSTRATION 

We  understand  that  the  Health  Care  Financing 
Administration  (HCFA)   is  getting  ready  to  implement  a 
Medicare  cataract  demonstration  project. 

Question.     Why  is  HCFA  proposing  to  test  cataract 
surgery  which  essentially  rewards  high  volume 
outpatient  practices  for  a  discounted  price? 

Answer.     Cataract  surgery  is  performed  over  one 
million  times  a  year  at  an  estimated  cost  to  the 
Medicare  program  of  over  $3  billion  annually.  The 
per  case  cost  of  this  procedure  has  not  significantly 
decreased  to  reflect  the  technological  improvements 
and  the  shift  in  surgical  setting  from  inpatient  to 
outpatient  that  has  taken  place  during  the  past 
decade,  but  rather  has  stabilized  as  a  result  of 
regulatory  intervention  and  congressional  mandates. 

This  demonstration  project  would  be  an 
opportunity  to  study  efficiencies  that  can  be 
achieved  by  managing  an  episode  of  care  for  cataract 
surgery,  while  maintaining  high  quality  of  care 
throughout  the  episode.     This  arrangement  would 
combine  the  physician  and  facility  services  on  the 
day  of  surgery,  the  intraocular  lens,  and  various 
pre-and  post-operative  tests  and  visits  into  one 
comprehensive  package  and  single  negotiated  global 
fee.     In  this  manner  it  will: 

o     Allow  providers  flexibility  in  managing  the  mix 
and  type  of  services  used  to  accommodate  their 
practice  style  preferences; 

o     Provide  incentives  to  manage  patient  care  so  that 
cost  efficiencies  are  realized  while  maintaining 
a  high  standard  of  quality  of  care; 

o     Reduce  Government  involvement  in  the  pricing  of 
individual  services  in  the  providers'  decision 
making; 

o  Provide  insight  into  appropriateness  indicators 
and  effective  quality  assurance  and  utilization 
review  mechanisms  for  cataract  surgery;  and 

o     Provide  information  regarding  factors  influencing 
providers'  decisions  to  participate  and 
beneficiaries'  decisions  to  select  designated 
providers  under  a  demonstration  that  will  be 
strictly  voluntary. 

It  is  recognized  that  the  highest  volume 
providers  are  likely  to  have  a  competitive  pricing 
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advantage  as  a  result  of  economies  of  scale; 
therefore,  HCFA  will  invite  a  volume  related  pricing 
approach  which  will  allow  smaller  providers  to 
participate  by  proposing  discounted  prices  reflecting 
potential  efficiencies  in  their  scale  of  practice. 


Question.  What  impact  will  this  proposal  have  on 
small,   full-service  ophthalmology  practices? 

Answer.     Smaller  volume  providers  should  not  be 
discouraged  from  proposing  discounted  pricing 
reflecting  potential  efficiencies  in  their  scale  of 
practice.     HCFA  expects  to  select  designated 
providers  based  on  several  volume-related  thresholds 
for  pricing,  anticipating  larger  discounts  at  higher 
volumes.     Participation  in  the  demonstration,  by  both 
providers  and  beneficiaries,  located  in  the 
demonstration  area  is  completely  voluntary.     In  the 
event  providers  do  not  participate  in  the 
demonstration,  they  may  continue  to  treat  Medicare 
beneficiaries  and  receive  payment  under  the  usual 
Medicare  f ee-f or-service  payment  system.   In  turn, 
beneficiaries  remain  free  to  select  the  provider  of 
their  choice  for  cataract  surgery. 


Question.     Can  you  explain  your  rationale  for 
selecting  cataract  surgery  as  a  test  procedure,  and 
what  you  hope  to  learn  from  the  project  when  the 
Deputy  Inspector  General  recently  testified  that  high 
volume  with  this  procedure  is  "twice  as  likely  to  be 
of  poor  quality,"  "more  likely  to  have  postoperative 
complications,"  and  "less  likely  to  result  in 
improved  visual  acuity? 

Answer.     HCFA  has  consulted  extensively  with  the 
Office  of  Inspector  General  (OIG)  regarding  its  draft 
report,  Outpatient  Surgery:  Medical  Necessity  and 
Quality  of  Care,"  and  is  acutely  aware  of  OIG's 
concerns  regarding  high-volume  cataract  surgery 
providers.  OIG  representatives  have  actively 
participated  in  the  design  of  this  demonstration,  and 
HCFA  has  incorporated  several  quality  and 
appropriateness  safeguards  into  this  project 
specifically  to  avoid  the  potential  problems 
identified  by  the  OIG.     In  fact,  criteria  for 
selection  of  designated  providers  will  emphasize 
appropriateness  and  quality  indicators,  and 
designated  providers  will  be  subjected  to  more 
intensive  prospective  and  retrospective  assessment  of 
the  appropriateness  and  quality  of  surgery  and 
follow-up  care  than  is  currently  being  practiced. 
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Question.     The  sites  will  apparently  be  allowed 
to  advertise  and  utilize  special  marketing 
inducements  to  attract  patients  and  referrals  from 
other  facilities,  practices  that  currently  do  not 
appear  to  be  allowable  under  Medicare.     What  specific 
inducements  and  practices  would  you  allow?  Are  you 
concerned  about  setting  a  bad  precedent  by  allowing 
special  privileges  and  inducements  for  a  procedure 
which  is  widely  practiced  and  95  percent  effective? 

Answer.     HCFA  will  not  conduct  any  direct 
marketing  on  behalf  of  demonstration  providers.  The 
extent  of  HCFA  representation  in  marketing  or 
advertising  will  be  to  allow  designated  providers  to 
identify  themselves  as  "Medicare  Designated  Cataract 
Surgery  Providers,"  characterizing  them  as  highly 
efficient  providers  who  are  subject  to  rigorous 
utilization  and  quality  review. 

To  assure  designated  providers  do  not  engage  in 
unduly  aggressive  or  misleading  marketing  practices, 
all  marketing  plans  and  materials  used  by 
demonstration  providers  to  promote  availability  of 
services  under  the  demonstration  will  be  subject  to 
HCFA's  prior  approval. 

Designated  providers  remain  free  to  offer  the 
same  program  benefits  to  prospective  cataract  surgery 
patients  as  non-demonstration  providers.  However, 
because  designated  providers  are  able  to  offer 
cataract  surgery  services  to  beneficiaries  at  a  lower 
total  cost  to  Medicare,  beneficiaries  may  benefit 
from  these  efficiencies  in  the  form  of  lower  out-of- 
pocket  costs.     This  may  be  accomplished  under  the 
demonstration's  authority  by  permitting  designated 
providers  to  waive  beneficiary  deductibles  and 
coinsurance  if  they  so  desire  and  at  their  own 
expense. 

In  addition,  physicians  and  facilities  practicing 
as  designated  providers  may  offer  program  benefits 
such  as  prompt  forwarding  of  surgical  records  to  the 
patient's  primary  care  physician,  and  more  coor- 
dinated pre-  and  post-  surgical  service  delivery. 


REDUCTION  OF  COSTS  THROUGH  SHARED  ARRANGEMENTS 

Question.     What  have  you  been  able  to  accomplish 
to  reduce  administrative  costs  through  shared 
computer  maintenance  and  processing  arrangements? 

Answer.     In  the  last  three  years  we  have  actively 
encouraged  contractors  to  adopt  shared  processing  and 
shared  maintenance  arrangements.     In  FYs  1990  and 
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1991,  a  total  of  $31  million  in  savings  is  expected 
from  shared  maintenance  and  shared  processing 
arrangements.     In  FY  1992,  we  estimate  that  nearly 
$8  million  dollars  in  savings  will  result  from  shared 
processing  arrangements  alone. 


FURTHER  LEGISLATION  FOR  SHARED  ARRANGEMENTS 

Question.     Is  legislation  still  needed  to  bring 
about  further  savings  in  this  area? 

Answer.     Under  its  current  statutory  authority, 
HCFA  cannot  mandate  any  shared  systems  arrangements. 
Although  new  legislation  may  not  be  required, 
strengthening  HCFA's  ability  to  provide  powerful 
incentives  to  contractors  to  participate  in  shared 
systems,  shared  claims  processing  and  shared  systems 
maintenance  arrangements  is  still  perceived  as 
necessary  if  savings  are  to  be  maximized. 


RURAL  HEALTH  CARE  TRANSITION  GRANT  PROGRAM  AND 
ESSENTIAL  ACCESS  COMMUNITY 
HOSPITAL/PRIMARY  CARE  HOSPITAL  PROGRAM 

Question.     Your  budget  zeros  out  two  programs 
important  to  helping  ensure  health  care  services  in 
rural  areas,  the  Rural  Hospital  [Health]  Transition 
Grant  program  and  the  Essential  Access  Community 
Hospitals  program.     These  programs  were  funded  at 
$24,398,000  and  $9,759,000  respectively  in  1991. 

I  have  a  lot  of  praise  for  these  programs  and  the 
important  job  they  do  in  helping  rural  hospitals 
survive  and  become  viable. 

Is  your  proposal  to  eliminate  these  two  programs 
a  budget  gimmick  or  do  you  really  believe  the 
programs  are  ineffective? 

Answer.     HCFA's  decision  not  to  include  funds  in 
our  FY  1992  budget  request  for  the  Rural  Health  Care 
Transition  Grants  Program  (RHCTGP)   is  based  on  our 
belief  that  before  additional  funds  are  sought  to 
continue  this  program,  an  assessment/evaluation  of 
the  program  is  needed.     It  is  still  too  early  to 
judge  the  impact  of  the  RHCTGP  on  the  financial 
viability  of  rural  hospitals  and  access  to  care  by 
beneficiaries  in  rural  areas.     Hospitals  that 
received  grants  in  FY  1989  have  just  completed  their 
first  year  under  the  program,  with  many  having  just 
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completed  the  planning  phase  of  their  project.  We 
will  use  this  year  to  evaluate  the  program. 


HEARINGS  AND  APPEALS  BACKLOG 

Question.     Is  it  acceptable  to  you  to  have  a 
backlog  of  6.9  million  cases  and  to  take  nine  months 
for  an  appeals  hearing? 

Answer.     The  prospect  of  having  a  backlog  of  this 
magnitude  is  not  acceptable.     However ,  given  the 
current  budgeting  constraints,     funds  available  for 
hearings  and  appeals  are  limited,  and  maintaining 
prompt  claims  processing  and  payment  safeguard 
activities  remain  higher  priorities.     Nonetheless,  we 
are  examining  several  alternatives  to  minimize  the 
impact  of  such  a  large  backlog  on  beneficiaries  and 
providers. 


ACCEPTABLE  HEARINGS  AND  APPEALS  BACKLOG 

Question.  What  is  an  acceptable  backlog? 

Answer.     Ideally,  workloads  received  would  be 
processed  without  generating  backlogs.     Such  backlogs 
differ  from  cases  kept  at  hand  in  order  to  maintain 
steady  and  efficient  contractor  operations. 
However,  the  reality  is  that  backlogs  will  continue 
to  exist  and  to  exceed  accepted  volumes  for  workloads 
held  at  hand  because  of  the  need  to  develop  cases  for 
additional  information,  limitations  relating  to 
staffing  capacities  and  the  widely  varied  amounts  of 
time  required  to  process  hearings,  reviews  and 
appeals  workloads. 

The  backlog  of  Part  A  workloads  for  FY  1990  was 
20,779  cases,  which  represents  17.6%  of  the  receipts 
for  that  year.     For  Part  B,  the  backlog  was  608,951 
cases  or  8.1%  of  the  total  received. 


BENEFICIARY  SERVICES 

Question.     What  is  going  to  happen  with  21.8 
million  unanswered  inquiries? 

Answer.     Our  projected  workload  is  30.4  million 
inquiries  in  FY  1992,  and  we  expect  to  be  able  to 
process  only  8.6  of  these  requests.     However,  this 
will  not  necessarily  result  in  a  total  of  21.8 
million  unanswered  inquiries.     Since  the  majority  of 
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inquiries  not  received  will  be  phone  inquiries,   it  is 
believed  that  a  significant  number  of  these  potential 
calls  will  not  result  in  either  written  or  walk-in 
follow-ups . 

To  help  minimize  the  impact  of  the  funding 
limitations  on  telephone  services,  increased  emphasis 
is  being  placed  on  the  use  of  Audio  Response  Units 
(ARUs)  for  answering  both  beneficiary  and  provider 
inquiries.     We  are  also  considering  other  avenues  for 
achieving  savings. 


Question.     How  are  beneficiaries  supposed  to  find 
out  about  complex  and  ever-changing  provisions  of  the 
Medicare  program? 

Answer.     There  are  several  ways  that 
beneficiaries  can  find  out  about  the  varied  issues 
involving  the  Medicare  program,  including  the 
Medicare  Handbook  and  advocacy  group  publications. 
Another  significant  source  is  the  EOMB  (Explanation 
of  Medicare  Benefits)  that  beneficiaries  receive 
after  services  are  rendered  by  their  providers. 
Funding  is  being  provided  in  the  FY  1992  budget  to 
refine  EOMBs . 


Question.     Isn't  it  the  contractors' 
responsibility  to  explain  provisions  of  law,  coverage 
of  services,  complicated  payment  rules,  and  the 
rights  and  responsibilities  of  beneficiaries? 

Answer.     Yes,  contractors  are  responsible  for 
providing  the  information  you  noted.     The  EOMB 
(Explanation  of  Medicare  Benefits)   is  a  prime  source 
for  this  information  regarding  medical  services 
beneficiaries  have  received. 

Despite  FY  1992  funding  constraints,  contractors 
will  continue  to  provide  information  in  response  to 
all  written  and  walk-in  inquiries,  and  will  process 
as  many  telephone  inquiries  as  possible. 


USER  FEES 

Question.     Once  again,  you  are  proposing  to 
offset  your  budget  request  by  $341  million  through 
collection  of  user  fees  to  cover  the  cost  of 
monitoring  facilities  such  as  nursing  homes  that 
receive  funds  from  Medicare  and  Medicaid.  These  user 
fees  were  proposed  last  year  and  rejected  by  the 
Congress . 
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Since  this  was  rejected  last  year,  why  didn't  you 
just  request  the  funding  for  the  mandated 
inspections? 

Answer.     Medicare  and  Medicaid  have  historically 
subsidized  the  survey  and  certification  costs  of  all 
payers.     These  costs  should  be  a  regular  cost  of 
doing  business,  to  be  equitably  allocated  among  all 
of  a  provider's  lines  of  business.     Therefore,  we 
believe  that  user  fees  are  justified,  and  that  our 
proposal  should  be  enacted.     Additionally,  the  user 
fee  proposal  builds  on  the  precedent  established  by 
Congress  in  the  Clinical  Laboratory  Improvement  Act 
of   1988   (CLIA  88) . 

HCFA  is  initiating  discussions  with  the 
authorizing  committees  on  this  matter.     We  are 
hopeful  that  the  merits  of  survey  and  certification 
user  fees  will  outweigh  any  opposition  to  our 
proposal.     We  are  sensitive  to  the  concerns  that  are 
raised  by  proposals  that  cross  jurisdictional 
boundaries.     HCFA  will  do  what  it  can  to  help  address 
these  jurisdictional  concerns. 


Question.     How  do  you  plan  to  pay  for  monitoring 
work  until  user  fees  are  collected? 

Answer.     HCFA  believes  that  the  collection  of 
CLIA  user  fees  into  the  Survey  and  Certification 
Revolving  Fund  will  begin  in  the  summer  of  1991. 
Collection  of  these  funds  will  enable  HCFA  to  pay  for 
on-going  survey  and  certification  activities  from  the 
beginning  of  FY  1992.     Until  that  point,  we  will  use 
Survey  and  Certification  funds  appropriated  to  the 
Program  Management  account. 


Question.     I  understand  that  the  fees  would  range 
from  $1,700  to  $16,000,  with  the  fees  going  up  for 
larger,  more  complex  facilities. 

Is  it  true  that  the  facilities  can  recoup  these 
charges  by  billing  Medicare  and  Medicaid  for  them  as 
a  cost  of  doing  business? 

Answer.     Yes.     Some  portion  of  the  fees  may  be 
recouped.     Medicaid  provider  payment  rates  are 
updated  on  a  staggered  basis,  as  a  result  we  only 
expect  about  50  percent  of  the  fees  to  be  recoverable 
in  FY  1992.     We  expect  this  recoupment  amount  to  be 
about  $46  million. 
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Due  to  current  Medicare  payment  policy  which  is 
based  largely  on  DRGs  and  payment  limits,  we  expect 
Medicare  providers  to  only  be  able  to  pass  through 
about  5  percent  of  user  fee  costs  in  FY  1992,  or 
about  $9  million.   It  is  possible  this  percentage  may 
increase  in  the  future. 


REDUCTION  IN  AUDIT  FUNDING 

Question.     Your  budget  proposes  spending  $333.1 
million  for  payment  safeguards  activities,  a  cut  of 
$1.8  million.     This  leaves  spending  for  audit 
activities  below  the  level  of  two  years  ago,  despite 
the  explosive  growth  in  Medicare  claims.     Why  would 
you  want  to  cut  an  activity  which  your  own  budget 
admits  saves  more  than  $4  billion  annually  from 
waste,   fraud  and  abuse? 

Answer.     HCFA  expects  to  save  $4.3  billion  in 
FY  1992  from  all  payment  safeguards  activities,  not 
just  Audit.     In  FY  1992,  audit  activities  are 
expected  to  yield  $949.0  million  in  program  savings. 
We  believe  that  we  are  able  to  do  "more  with  less"  in 
the  audit  area  by  performing  more  reviews  and  less 
audits.     This  is  a  time  of  tight  budgets  and  hard 
decisions,  and  we  have  focused  available  funding  on 
payment  safeguards  areas  with  the  highest  returns  on 
investments . 


SATISFACTION  WITH  AUDIT  LEVELS 

Question.  Are  you  satisfied  with  only  being  able 
to  audit  20  percent  of  Medicare  providers  in  FY  1992, 
compared  to  25  percent  audit  coverage  in  FY  1991? 

Answer.     We  are  satisfied  that  Audit 
effectiveness  will  be  maintained  in  FY  1992  by_^— 
performing  fewer  audits  and  more  reviews.  This^ill 
generate  significant  audit  cost  savings  because 
hospital  audits  average  between  300  and  400  hours  per 
audit,  while  reviews  are  performed  in  less  than  40 
hours.     Reviews  allow  a  contractor  to  limit  audit 
activity  to  specific  questionable  costs  without  the 
need  to  address  all  of  the  auditing  and  reporting 
standards  required  for  audits.     This  will  allow  the 
contractors  to  provide  adequate  coverage  on  a  greater 
number  of  providers,  for  lower  audit  costs. 
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PAPERWORK  BURDEN 

In  last  years 's  Senate  Report,  the  Committee 
expressed  its  concern  that  HCFA  should  take  action  to 
streamline  unnecessarily  burdensome  paperwork 
requirements  imposed  on  both  providers  and 
beneficiaries . 

Question.     Why  was  there  no  mention  in  this 
year's  budget  justifications  of  what  you  intend  to  do 
to  reduce  the  burden  of  excessive  paperwork? 

Answer.     Since  its  inception,  HCFA  has  pursued  an 
active  paperwork  burden  reduction  program.  Although 
this  activity  has  not  been  specifically  included  in 
previous  budget  justifications,  it  receives 
continuous  attention  in  the  Agency. 

In  recent  years.  Congress  has  enacted  Medicare 
coverage  and  payment  policies  changes  that  have 
resulted  in  savings  during  the  annual  budget 
reconciliation  process  and  improved  quality  of  care. 
As  the  Medicare  program  has  become  more  complex,  such 
changes  have  often  complicated  processes  for 
providers  and  beneficiaries.     HCFA  is  continually 
evaluating  and  revising  its  information  collection 
activities  to  minimize  data  requested  from 
beneficiaries,  fiscal  intermediaries  and  carriers, 
and  health  care  providers.     HCFA  consults  with 
representatives  of  these  groups  during  the 
development  of  many  data  collection  instruments. 
This  involvement  ensures  that  these  instruments  are 
properly  assessed  and  are  as  burden- free  as  statutory 
requirements  permit. 

HCFA's  regulations  development  and  clearance 
process  requires  that  each  proposed  regulation  be 
reviewed  by  an  internal  paperwork  management  staff  to 
ensure  compliance  with  the  Paperwork  Reduction  Act 
and  to  ensure  that  HCFA's  regulations  impose  the 
least  prescriptive  requirements  possible,  resulting 
in  less  burden. 


Question.     Can  you  give  me  some  specific  examples 
of  how  paperwork  has  actually  been  reduced  in  the 
last  year? 

Answer.     Whenever  possible,  HCFA  has  worked  with 
the  health  care  community  to  develop  standardized 
forms  that  not  only  satisfy  Federal  requirements,  but 
also  meet  private  industry  needs.     One  example  is  the 
HCFA-1500  (Common  Health  Insurance  Claim  Form)  which 
can  be  used  for  Medicare,  Medicaid,  and  private 
insurance  claims.     Such  efforts  should  reduce  the 
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burden  upon  beneficiaries  and  providers  by 
establishing  a  single  format  instead  of  necessitating 
use  of  many  forms  to  complete  and  process. 
Additionally,  providers  are  now  mandated  to  complete 
the  HCFA-1500  themselves,  thus  ending  this  burden  for 
beneficiaries . 

Also,  over  the  last  several  years,  HCFA  has  made 
a  concentrated  effort  to  require  minimal  information 
consistent  with  the  appropriate  and  proper  payment  of 
Medicare  claims  and,  as  a  result,  eliminated  over  28 
million  hours  of  burden.     An  example  of  this  is  the 
standardization  of  Form  HCFA-1450  (Uniform 
Institutional  Provider  Bill),     which  simplifies 
billing  for  providers  and  processing  for  fiscal 
intermediaries.     Providers  are  submitting  74  percent 
of  these  claims  through  electronic  media.     In  a 
universe  of  approximately  8.9  million  claims,  this 
results  in  significant  savings  since  the  paper  claim 
requires  nine  minutes  to  complete  as  compared  to  .5 
minutes  for  the  electronic  claim. 

In  addition,  burden  reduction  is  being 
accomplished  through  fewer  prescriptive  regulations. 
For  example,  HCFA  attempts  to  limit,  as  much  as 
possible,  the  requirement  for  providers  to  keep 
records  needed  for  substantiation  of  compliance  with 
prescribed  Federal  standards  to  records  maintained  in 
the  provider's  normal  course  of  business. 


Question.     I  see  you  have  now  formed  a  panel  to 
study  the  Medicare  "hassle  factor"  that  will  report 
back  in  a  year.       Does  this  mean  you  won't  be  taking 
any  further  specific  steps  to  reduce  paperwork  in  the 
interim? 

Answer.     No,  it  does  not.     HCFA  will  continue  its 
ongoing  efforts  to  encourage  providers  to  submit 
claims  electronically  and  to  seek  further  methods  for 
alleviating  the  paperwork  burden  imposed  on  the 
public  as  funds  and  staffing  resources  permit. 
Because  of  the  burden  imposed  by  implementing  changes 
to  the  Medicare  program,  it  appears  that  electronic 
technology  provides  the  most  promising  means  for 
further  reducing  Medicare  paperwork  on  providers  and 
fiscal  intermediaries. 


10  PERCENT   INCREASE   IN  AGENCY'S  ADMINISTRATIVE  BUDGET 

Question.     You  are  once  again  proposing  massive 
cuts  in  Medicare  benefits  —  another  $2.8  billion  for 
fiscal  1992  and  $23  billion  over  the  next  five  years. 
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I  understand  that  Senator  Bentsen,  Chairman  of 
the  Finance  Committee,  has  already  more  or  less 
called  this  cut  proposal  dead  on  arrival.     They  are 
interesting,  nonetheless,  when  compared  to  the  $333 
million  or  10  percent  increase  requested  for  your 
agency's  administrative  budget.     Why  is  the  big 
increase  needed? 

Answer.     Although  this  10  percent  increase 
appears  high,   it  is  the  minimal  level  required  to 
permit  the  continued  administration  of  the  Medicare 
and  Medicaid  programs.  Over  60  percent  ($17.3 
million)  of  the  requested  increase  is  needed  to  meet 
mandatory  increases  in  non-discretionary  items  such 
as:  changes  in  Federal  pay  scales;  space  rental, 
postage,   inflation;  and  one  additional  day  in  the 
fiscal  year.       In  addition,  $7.5  million  is  required 
to  continue  HCFA's  Current  Beneficiary  Survey,  $1.1 
million  and  6  additional  FTEs  are  needed  to  implement 
and  support  the    government-wide  initiative  on  the 
preparation  and  audit  of  financial  statements,  and 
approximately  $1.9  million  will  be  used  to  restore  FY 
1991  reductions  in  HCFA's  contract  funding.  These 
reductions  were  made  necessary  by  overall  reductions 
in  HCFA's  FY  1991  administrative  costs  funding. 


HEALTH  INSURANCE  ADVISORY  SERVICE 

Question.     Section  4359  of  the  Omnibus  Budget 
Reconciliation  Act  of  1990  (OBRA  90)  requires  HHS  to 
establish  a  health  insurance  advisory  service  to 
assist  Medicare-eligible  individuals  by  providing 
counselling,  education  and  outreach  services 
regarding  the  medicare  and  medicaid  programs  and 
other  health  insurance  programs.     What  is  the 
agency's  plan  for  implementing  this  requirement  of 
OBRA  9  0  and  what  level  of  funding  is  needed  to 
accomplish  this  mandate? 

Answer.     Even  before  the  enactment  of  OBRA  90, 
HCFA  began  the  Partnership  for  Health  Insurance 
Counseling  (PHIC)  project.     This  project  brings 
together  the  Directors  of  seven  of  the  largest  and 
most  successful  State  health  insurance  counseling 
programs  in  the  United  States.     This  advisory  group 
will  help  HCFA  develop  a  "best-practices"  or  model 
health  insurance  counseling  program  for  senior 
citizens  that  can  be  adopted  by  those  States  that  do 
not  presently  have  such  a  program. 

Even  without  any  Federal  funding,  HCFA  hopes  that 
many  of  these  States  can  be  persuaded  to  start 
counseling  programs  because  they  are  very 
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cost-effective.     Most  of  the  existing  State  programs 
utilize  volunteer  counselors  and  have  annual 
operating  budgets  of  less  than  $200,000. 

REVISION  OF  FLOOR  TO  INCREASE  ELECTRONIC  CLAIMS 

SUBMISSION 

Question.     Won't  the  authorizing  committees  have 
to  repeal  the  14  day  hold  on  claims  if  we  want  to 
encourage  physicians  to  use  computers  to  bill 
Medicare? 

Answer.     No.     Legislation  supporting  the  14-day 
floor  for  processing  claims  has  expired,  although 
HCFA  currently  maintains  this  limit  through 
administrative  mechanisms.  However,  we  concur  that 
one  of  the  biggest  incentives  we  can  provide  for 
physician  participation  in  electronic  submission 
would  be  to  pay  these  claims  faster  than  paper 
claims.     We  continue  to  consider  appropriate  means  of 
advancing  this  concept. 

POTENTIAL  OBSTACLES  TO  ELECTRONIC  CLAIMS  SUBMISSIONS 

Question.     What  other  obstacles  do  you  see  in 
trying  to  get  more  health  care  providers  to  bill 
Medicare  by  computer? 

Answer.     Other  obstacles  include  training 
provider  staffs  to  use  computer  equipment  and  initial 
costs  to  providers  for  purchase  of  equipment. 


MEDICARE  ADMINISTRATIVE  BUDGET 
THE  MISSING  BASELINE 

Question.     The  Administration's  budget  submission 
j     states  that  the  domestic  discretionary  budget 
authority  and  outlay  caps  were  increased  to 
accommodate  the  baseline  adjustment  of  approximately 
6  percent,  inflation  PLUS  beneficiary  growth,  in  the 
administrative  costs  of  the  Medicare  program.  In 
fact,  this  increase  was  mandated  by  the  Budget 
Enforcement  Act.     (President's  Fiscal  Year  1992 
Budget,  Part  Five,  p.  4).  However,  the  recommended 
I     budget  level  for  the  administrative  expenses  of 
I     Medicare  is  actually  cut  by  2.5  percent.     Why  did  you 

choose  to  cut  Medicare  services  to  beneficiaries  and 
j     providers  in  FY  92,  rather  than  provide  the  more 
I    adequate  funding  level  anticipated  in  the  Budget 

Enforcement  Act?  Where  did  the  funds  go  that  were  not 
allocated  to  Medicare? 
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Background.     The  Budget  Enforcement  Act  provided 
that  the  baseline  for  the  administrative  expenses  of 
three  social  insurance  programs  funded  through  trust 
funds.  Medicare,  Unemployment  Insurance,  and  Railroad 
Retirement,  be  adjusted  to  reflect  inflation  Plus 
beneficiary  growth.     The  reasoning  behind  the  change 
is  that  since  these  programs  are  entitlements  with 
participation  levels  that  are  increased  by  factors 
other  than  inflation,  the  baseline  should  be  adjusted 
to  reflect  the  additional  cost  of  administering  the 
programs  due  to  the  increased  number  of 
beneficiaries . 

The  budget  adjusts  upwards  the  domestic 
discretionary  budget  authority  and  outlay  caps  to 
reflect  this  baseline  adjustment.     However,  the 
fiscal  year  1992  level  recommended  for  the  Medicare 
administrative  budget  is  2.5  percent  less  than  the 
fiscal  year  1991  level.  These  increases  were 
allocated  elsewhere  in  the  budget. 

Answer.     Including  the  contingency  fund,  the 
FY  1992  Medicare  Contractor  budget  is  actually 
slightly  higher  than  FY  1991.     It  should  be 
understood  that  the  Medicare  Contractor  budget  is  a 
part  of  HCFA's  total  Program  Management  budget  and 
accordingly  must  compete  with  all  of  HCFA's 
administrative  needs.     In  addition,  HCFA  must  compete 
for  administrative  funds  with  other  HHS  components. 
This  budget  attempts  to  maintain  claims  processing 
times  within  statutory  requirements,  and  fund  payment 
safeguard  activity  at  reasonable  levels.     There  will 
be  slippage  in  the  processing  of  appeals  and 
inquiries . 


FUNDING  FOR  THE  PHYSICIAN  PAYMENT  REFORM 

Question.     Your  budget  cuts  the  funding  level  for 
answering  Medicare  beneficiaries'   and  providers' 
questions  by  over  50  percent.     It  is  estimated  that 
over  30  million  questions  will  be  asked  either  in 
writing  or  over  the  phone  this  year.     However,  the  FY 
1992  funding  level  assumes  that  only  1  out  of  4  of 
these  inquiries  will  be  answered.     In  light  of  the 
fact  than  physician  payment  reform  (PPR),  the  most 
sweeping  change  in  Medicare  payment  policies  since 
the  DRG  system,  phases  in  beginning  in  January, 
wouldn't  it  have  been  prudent  for  the  Administration 
to  provide  adequate  funding  for  this  program  to  aid 
in  the  smooth  transition  to  the  new  reimbursement 
rules? 

Answer.  Claims  processing  and  payment  safeguards 
are  the  most  important  Medicare  Contractor  activities 
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and  receive  the  highest  funding  priority.     Within  a 
limited  budget,  careful  decisions  were  made  about  the 
best  way  to  distribute  the  remainder  of  available 
money.     With  the  large  number  of  systems  changes 
needed  to  implement  OBRA  89  and  OBRA  90,  less  money 
remained  to  respond  to  beneficiary  and  provider 
inquiries . 


SEVEN  MILLION  UNRESOLVED  DISPUTES 

Question.     Will  the  disputed  claims  be  resolved 
on  a  first  in/ first  out  basis,  or  by  amount  in 
dispute,  or  some  other  standard? 

Answer.     The  current  policy  is  to  process 
requests  on  a  first  in/first  out  basis.     There  are  no 
plans  to  change  this  method  at  the  present  time. 


Question.     What  will  happen  to  the  7  million 
claims  left  unresolved  during  FY  1992?  On 
average,  how  long  will  these  disputes  remain 
unresolved  and  how  much  money  in  claims  will  be  in 
dispute? 

Answer.     The  current  estimate  of  the  expected  FY 
1992  appeals  backlog  is  6.9  million  cases  involving 
approximately  $1.3  billion  in  benefits  payments. 
These  appeals  will  be  handled  on  a  first-in/first-out 
basis  as  rapidly  as  our  funding  and  overall  capacity 
permit.     At  the  present  time,  we  expect  appeals 
processing  times  to  be  extended  as  follows: 

Part  A  Reconsiderations:   from  27  days  to  277 
days ; 

Part  B  Reviews :   from  26  days  to  276  days; 

Part  B  Fair  Hearings:   from  81  days  to  331  days. 


SCOREKEEPING 

Question.     The  President's  budget  freezes 
spending  on  payment  safeguard  activities  which 
prevent  erroneous  or  inappropriate  payments  from  the 
Medicare  Trust  Fund.     These  activities  now  save 
Medicare  nearly  $4  billion  every  year,  which  could 
significantly  increase  with  additional  funding. 
However,  the  budget  scorekeeping  rules  discourage 
Congress  from  providing  additional  spending  since  the 
funding  levels  are  scored  against  the  domestic 
discretionary  spending  caps,  but  the  resulting 
savings  that  occur  are  not  scored.     Last  year,  two 
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important  precedents  were  included  in  the  budget 
legislation  addressing  adequate  funding  for 
administration  expenses  of  the  Veteran's 
Administration  and  the  I.R.S.     Since  the  savings  from 
Medicare  payment  safeguard  activities  can  be 
documented,  shouldn't  there  be  similar  incentives  to 
provide  funding  in  this  program? 

Background.     The  Omnibus  Budget  Reconciliation 
Act  of  1990  included  a  provision  which  allows  the 
Secretary  of  the  Veterans  Administration  to  keep 
funds  collected  from  secondary  payers  to  be  used 
directly  by  the  VA  to  cover  the  administrative  costs 
of  collecting  these  payments. 

The  new  Budget  Enforcement  Act  includes  a 
mechanism  whereby  the  President  can  adjust  the 
domestic  discretionary  spending  caps  to  offset 
additional  spending  on  I.R.S.  collection  activities. 
(The  President's  FY  1992  budget  utilizes  this 
adjustment.)     However,  the  Appropriations  Committees 
are  "charged"  for  providing  adequate  funding  in  the 
Medicare  administrative  budget  for  enforcement 
activities  without  getting  credit  for  the  savings. 
The  new  budget  law,   in  essence,  hold  the 
Appropriations  Committees  "harmless"  for  providing 
increased  VA  and  I.R.S.   funding  for  enforcement 
activities,  but  not  Medicare. 

Answer.     We  do  not  currently  have  plans  to 
propose  a  change  in  Medicare  Trust  Fund  scorekeeping 
like  the  one  discussed  above.     We  acknowledge  that 
the  number  of  programs  that  receive  special 
scorekeeping  treatment  must  be  limited  lest  the 
efficacy  of  the  caps  on  overall  domestic 
discretionary  spending  be  jeopardized.  Additionally, 
we  still  need  to  determine  when  the  point  of 
diminishing  marginal  rate  of  return  would  be  reached 
for  payment  safeguard  activities  in  order  to  set 
optimum  funding  levels.     However,  we  remain  committed 
to  protecting  the  Trust  Funds,  and  to  exploring  new 
methods  for  providing  incentives  to  Medicare 
contractors  to  maintain  such  protection  through 
efficient  payment  safeguard  activities. 


CLINICAL  LABORATORY  SERVICES 

Question.     I've  been  concerned  about  the 
potential  adverse  impact  on  the  access  to  clinical 
laboratory  services,  especially  in  rural  areas,  of 
HCFA's  proposed  regulations  implementing  the  Clinical 
Laboratory  Improvement  Act  (CLIA) .     The  Committee's 
report  of  last  year  directed  you  to  provide  us  with 
an  update  of  the  five  studies  which  were  mandated  by 
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CLIA.     What  is  the  status  of  these  studies?  The 
Committee  report  also  asked  that  you  provide  adequate 
opportunity  for  public  review  of  your  revised 
regulations.     What  is  the  timetable  you  are  working 
under  for  publishing  the  revised  regulations? 

Answer.     The  Public  Health  Service,  specifically 
the  Centers  for  Disease  Control  has  responsibility 
for  conducting  these  studies.  The  due  dates  were 
impossible  from  the  start.  The  studies  deal 
principally  with  the  effects  of  certain  requirements 
on  quality  of  laboratory  testing  (for  example, 
personnel  requirements  and  proficiency  testing) .  A 
proper  study  in  these  areas  requires  longitudinal 
data,  including  before  and  after  analysis.  Since 
there  was  almost  no  preexisting  data  in  these  areas 
on  which  to  build,  it  is  necessary  to  start  from  the 
beginning.     Because  final  regulations  have  not  yet 
been  published,  HCFA  has  not  been  able  to  collect 
user  fees.     As  a  result,  there  are  no  funds  available 
to  conduct  the  studies. 

CDC  has  used  some  of  its  own  resources  to  give 
the  Research  Triangle  Institute  funds  to  develop  the. 
study  designs.     Contracts  for  the  studies  will  be 
awarded  in  late  FY  1991  or  early  FY  1992.     We  will 
begin  collecting  user  fees  in  a  few  months,  and  we 
will  provide  the  CDC  with  funds  adequate  to  conduct 
the  studies. 

Implementation  of  the  CLIA  regulations  is 
dependent  upon  final  publication  of  four  regulations. 
In  all  cases  we  have  made  provision  for  public 
comment  on  the  regulation.     We  hope  to  have  all  the 
riegulations  published  in  final  and  the  CLIA  program 
ready  for  full  implementation  by  the  end  of  1991. 


MAMMOGRAPHY  BENEFIT/BENEFICIARY  INFORMATION  R-46 

Question.     What  steps  have  you  taken  to  notify 
eligible  women  of  the  new  mammography  screening 
benefit  under  the  Medicare  program?  What  have  you 
done  to  encourage  the  appropriate  use  of  this 
benefit? 

Answer.     At  the  end  of  last  year,  just  as  the 
mammography  benefit  was  to  go  into  effect,  the  Health 
Care  Financing  Administration  (HCFA)   issued  a  press 
release  announcing  the  availability  of  the  new 
benefit.  The  information  was  carried  on  the  major 
wire  services  and  in  major  dailies  throughout  the 
country. 
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Information  about  the  benefit  is  also  included 
in  the  Medicare  1991  Handbook,  which  is  being  mailed 
to  all  new  beneficiaries  and  to  anyone  who  requests 
the  publication  from  HCFA  or  Social  Security 
Administration  (SSA)  offices.  We  have  also  drafted  a 
leaflet.  Medicare  1991  Highlights,  which  we  will  be 
distributing  to  the  public  during  the  remainder  of 
this  year  through  supermarket  displays  and  through 
our  regular  publication  distribution  channels. 

HCFA's  Office  of  Public  Affairs  has  also  been 
working  with  the  National  Cancer  Institute,  with  whom 
we  will  distribute  a  package  of  information  to 
organizations,  senior  centers,  and  appropriate  news 
media,  encouraging  women  to  be  screened  for  breast 
cancer  and  pointing  out  that  the  screening  is  covered 
by  Medicare. 


REGIONAL  DEMONSTRATION  PROJECTS 

Question.     The  Committee's  1991  report  urged  that 
the  Department  conduct  a  demonstration  project  to 
test  the  feasibility  of  applying  a  regionalized 
approach  to  developing  guidelines  and  carrier 
instructions  with  respect  to  one  or  more  Medicare 
reimbursable  services.     This  request  was  based  on  our 
concern  that  Medicare  rules  do  not  adequately  account 
for  local  and  regional  differences.     What  have  you 
done  to  implement  this  demonstration  project? 

Answer.     When  HCFA  promulgates  regulations  we 
solicit  comments  from  concerned  parties.     In  that  way 
we  provide  an  opportunity  fot  local  and  regional 
variation  to  be  called  to  our  attention  and  for 
modifications  to  the  regulation  to  be  considered. 
Although  we  believe  consideration  should  be  given  to 
all  concerned  parties  we  do  not  believe  it  would  be 
efficient  to  establish  different  rules  and 
regulations  for  local  and/or  regional  areas.  In 
fact,  this  approach  would  lead  to  an  increase  in  the 
inconsistency  of  program  payments  in  different 
sections  of  the  country.     A  practice  that  we  have 
been  criticized  for  and  are  working  to  correct. 


SIZE  OF  MEDICAID  GROWTH 

The  fiscal  1992  appropriation  estimate  for 
Medicaid  is  $59.8  billion,  an  increase  of 
$8.2  billion  over  FY  1991.     That  represents  a  16 
percent  increase  for  these  entitlement  benefits. 
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Question.  What  are  the  major  factors  driving  the 
growth  of  Medicaid  spending? 

Answer.     There  are  a  number  of  reasons  why 
Medicaid  expenditures  are  growing  so  fast.  Federal 
laws  have  increased  Medicaid  costs  (e.g.,  maternal 
and  child  expansions  and  nursing  home  reform) .  The 
AFDC  and  SSI  programs  are  reporting  sizeable 
increases  in  caseloads.     Medicaid  eligibility  is 
closely  tied  to  these  programs.     Participation  rates 
for  eligible  groups  are  also  rising  due  to  aggressive 
outreach  efforts.     States  have  increased  payments  for 
hospitals  (through  both  rate  increases  and 
disproportionate  share  adjustments),  nursing  homes  j- 
and  physicians.     Lastly,  with  their  constrained 
fiscal  environments,  many  States  are  being  more 
creative  in  maximizing  their  Federal  funding,  e.g., 
through  donated  funds  and  provider-specific  taxes. 
Thus,  Federal  expenditures  are  rising  faster  than 
State  expenditures . 


Question.     How  much  do  you  expect  Medicaid  costs 
to  grow  over  the  next  five  years,  based  on  current 
law  requirements?  q 

Answer.     It  is  estimated  that  Federal  Medicaid 
expenditures  under  current  law  will  grow  from 
$59.9  billion  in  FY  1992  to  $99.8  billion  in  FY  1996, 
an  increase  of  $39.9  billion  or  nearly  67  percent. 

Provided  below  are  the  current  law  estimates  for 
Federal  Medicaid  expenditures  for  FYs  1992-96. 

($  in  billions) 

FY  1992        FY  1993       FY  1994        FY  1995       FY  1996 

$59.9  $68.5  $78.3  $88.7  $99.8 


VULNERABILITY  OF  CONTRACTORS'    DATA  PROCESSING  CENTERS 

Question.     Contractors'  data  processing  centers 
are  vulnerable  to  fires,  vandalism,  and  water  damage, 
and  some  national  disaster  recovery  plan  should  be 
developed  so  that  claims  can  continue  to  be  processed 
in  the  face  of  these  emergencies.     What  is  your 
agency  doing  to  take  a  leadership  role  in  overseeing 
the  development  of  these  plans  by  Medicare 
Contractors? 
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Answer.     HCFA  has  taken  a  very  aggressive 
leadership  role  in  the  improvement  of  disaster 
recovery  planning  during  the  past  3i  years. 

In  1988,  we  updated  contingency  planning 
procedures  for  all  Medicare  contractors  and  surveyed 
their  current  plans.     In  1989,  we  provided  special 
training  for  regional  office  systems  security 
coordinators.     In  addition,  we  conducted  a  survey  of 
all  Medicare  contractor  contingency  planning  and  risk 
analysis  activity. 

In  1990,  we  arranged  for  more  comprehensive 
training  for  all  appropriate  regional  and  central 
office  staff.     We  also  initiated  a  series  of  central 
office  and  regional  office  in-depth  reviews  of  the 
preparedness  of  16  intermediaries.  The 
intermediaries  we  have  reviewed  to  date  all  could 
resume  full  Medicare  operations  within  24  to  72  hours 
of  a  disaster.     In  addition,  we  worked  with  the 
office  of  the  Inspector  General  on  improving  our 
instructions  to  all  intermediaries  and 
carriers  regarding  contingency  planning,  and 
tightening  regional  office  oversight  of  that 
planning.     This  work  is  continuing  in  1991. 


MEDICAID  MATCHING  FUNDS 


Question.     To  what  extent  have  State  and  local 
providers  been  subverting  the  intent  of  Congress  with 
respect  to  providing  Medicaid  matching  funds? 

Answer.     Prior  to  OBRA  1990,   11  States  had  a  tax 
and/or  donation  program  in  place.     Since  OBRA  1990, 
16  States,  or  40  percent  of  those  without  a  tax  or 
donation  program,  are  considering  one.     As  of 
January  24,   1991,  we  estimated  that  the  FY  1991 
Federal  share  attributed  to  tax  programs  would  be 
$681  million  and  $879  million  for  donation  programs. 


Question.     What  types  of  schemes  are  you 
uncovering  to  misrepresent  the  actual  amounts  of 
matching  funds  provided,  and  how  can  you  control  this 
type  of  abuse? 

Answer.     The  specifics  of  the  donation  and  tax 
programs  being  considered  by  States  as  a  method  of 
financing  the  States'  share  of  Medicaid  financial 
participation  vary  widely.     One  common  characteristic 
of  the  donation  proposals  seems  to  be  that  donations 
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are  tied  to  specific  program  expansions  that  would 
benefit  donors.     The  States  which  have  levied  taxes 
on  hospitals  generally  establish  a  fund  for  making 
additional  payments  to  hospitals.     The  results  of 
these  transactions  are  a  reduction  in  the  States '  net 
expenditures  which  affects  State/Federal 
participation  percentages. 

On  February  9,   1990,  we  published  a  notice  of 
proposed  rulemaking  in  the  Federal  Register  to  revise 
current  policies  by  requiring  States  to  offset  the 
revenues  derived  from  all  provider  taxes  and 
donations  from  Medicaid  expenditures  prior  to 
calculating  Federal  financial  participation  (FFP) . 
The  objective  of  this  policy  is  to  ensure  that  FFP  is 
not  affected  by  States'  use  of  tax  or  donation 
programs .  ^ 

Subsequent  to  the  publication  of  the  notice  of 
proposed  rulemaking.  Section  4701  of  OBRA  90  took 
away  HCFA's  ability  to  limit  State  taxing  practices  - 
and  precluded  a  final  regulation  on  donations  from  ' 
being  effective  until  January  1,   1992.  Accordingly, 
we  are  developing  a  regulation  with  a  January  1,  1992 
effective  date. 


EXPANSION  OF  ELECTRONIC  CLAIMS  SUBMISSIONS  - 

Question.  What  progress  has  been  made  to  expand  : 
the  amount  of  claims  processed  electronically? 

Answer.     While  the  percentage  of  claims  received 
electronically  increased  slightly  from  FY  1989  to 
FY  1990,  recent  HCFA  efforts  have  begun  to  push  these 
percentages  even  higher.     Carrier  figures  for 
February  1991  show  41.3  percent  of  claims  being 
submitted  electronically.     The  corresponding  figures 
for  FY  1989  and  FY  1990  were  35.8  percent  and  37.2 
percent  respectively.     At  our  intermediaries,  the 
February  1991  figure  is  75.1  percent  of  bills 
received  electronically.     Figures  for  FY  1989  and 
FY  1990  are  74.0  percent  and  73.9  percent 
respectively. 

HCFA  is  continuing  its  efforts  to  expand 
electronic  claims  submissions,  including  issuing 
standard  electronic  formats,  providing  electronic 
access  to  data  for  electronic  billers,  and  setting 
aggressive  goals  for  its  contractors  to  achieve  in 
increasing  electronic  submissions. 
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ELECTRONIC  MEDIA  CLAIMS  COSTS 

Question.  How  much  more  does  it  cost  to  process 
paper  claims  than  electronic  claims? 

Answer.     The  results  of  the  Industrial 
Engineering  Study  confirm  that  paper  claims  average 
$.50  more  to  process  than  electronic  claims. 


ECONOMICS  OF  ELECTRONIC  CLAIMS  SUBMISSION 

Question.     Is  it  economically  feasible  for  small 
rural  providers  of  Medicare  services  to  convert  to 
electronic  claims  processing? 

-     Answer.     The  Medicare  program  increasingly  sets 
precedents  that    private  insurers  follow.  Electronic 
claims  processing  is  becoming  more  and  more  widely 
used  among  all  types  of  insurance  companies.     Even  if 
a  rural  provider  submits  a  small  number  of  Medicare 
claims,  he  or  she  could  still  decide  that  electronic 
claims  submission  is  economically  feasible  since  the 
associated  hardware  and  software  can  be  used  to 
transmit  claims  to  other  insurers.     There  are  also 
other  factors  that  a  rural  provider  would  consider  in 
evaluating  purchase  of  automated  systems,  including 
receiving  payment  more  promptly. 


FEE  CHARGED  TO  DOCTORS  AND  HOSPITALS  FOR  FRIVOLOUS 

CLAIMS 

Question.     It  has  been  suggested  that  doctors  and 
hospitals  that  repeatedly  submit  a  large  volume  of 
erroneous  or  frivolous  Medicare  claims  be  charged  an 
extra  fee,  to  discourage  the  practice.     Wouldn't  this 
be  a  good  source  of  funds  to  help  meet  the  rising 
costs  of  Medicare  claims  processing? 

Answer.     We  feel  that  frivolous  claims  neither 
jeopardize  the  integrity  of  the  Trust  Funds  nor 
constitute  a  significant  percentage  of  claims 
received.     Claims  that  represent  fraudulent 
submissions  are  investigated  by  the  Inspector 
General's  office;   inappropriate  payments  are 
recovered  and  providers  are  penalized  for  such 
submissions.     Therefore,  the  benefits  of  creating 
this  new  fee  are  not  clear. 
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OTHER  SUGGESTIONS  FOR  REDUCING  IMPROPER  CLAIMS 

Question.  What  other  suggestions  do  you  have  for 
reducing  improper  claims? 

Answer.     We  are  exploring  ways  of  rejecting 
duplicate  claims  that  have  been  automatically 
resubmitted  before  the  Common  Working  File  is 
queried.     Other  activities  which  reduce  the  number  of 
erroneous  claims  include  medical  review,  utilization  . 
screens  and  criminal  prosecution.     The  more 
aggressive  we  are  in  our  application  of  these 
existing  methods,  the  fewer  improper  claims  are 
submitted.     We  are  also  seeking  to  revise 
administrative  policy  on  the  development  of  incorrect 
claims,  and  we  foresee  the  potential  to  derive 
savings  from  these  efforts. 


TARGETING  HOSPITAL  CAPITAL  INVESTMENTS 

Question.     Please  explain  your  plan  to  curtail 
Medicare  spending  on  hospital  capital  investments .  ^ 

Answer.     The    Omnibus  Budget  Reconciliation  Act 
of  1987  requires  the  Secretary,  by  regulation,  to 
fold  inpatient  capital  into  the  current  prospective 
payment  system  (PPS)  by  October  1,   1991.     When  fully 
implemented,  the  capital  prospective  payment  system 
will  provide  hospitals  with  a  fixed  amount  for  each 
I    Medicare  admission,  instead  of  paying  a  proportion  of 
total  costs . 

Ten  Year  Transition  Period 

To  protect  hospitals  from  major  disruption,  the 
regulation  proposes  a  lengthy  transition  that  would 
phase  in  a  fully  federal  payment  rate  over  a  10  year 
period. 

Payment  Methodology:  Two  Distinct  Types  of 
Transition  Payments 

The  proposed  rule  would  establish  a  standard 
j    federal  rate  for  all  capital-related  inpatient 
[    hospital  costs  based  on  the  estimated  FY  1991 

national  average  Medicare  capital  costs  per  discharge 
'    for  hospitals  paid  under  PPS.     Adjustments  would  be 
j     made  to  the  federal  rate  to  account  for  each 
hospital's  case  mix,  extraordinarily  costly  or 
lengthy  cases,  geographic  location,  and  higher  costs 
I    experienced  by  certain  hospitals  that  treat  a 
i    disproportionately  high  number  of  indigent  patients. 
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Based  on  the  FY  1990  cost  report,  a  hospital- 
specific  payment  rate  will  also  be  determined  for  all 
hospitals.     The  rate  will  be  adjusted  for  case  mix 
and  updated  to  FY  1992  based  on  the  increase  in 
national  average  capital  costs  per  discharge. 

"Hold  Harmless"  Payment  Methodology 

Hospitals  that  have  a  FY  1990  hospital-specific 
rate  for  capital  above  the  federal  rate  will  receive 
the  higher  of  either: 

o     90  percent  of  the  reasonable  costs  associated 

with  the  old  capital  (a  "hold  harmless"  payment), 
plus  a  payment  for  new  capital  based  on  a 
proportion  of  the  newly  created  federal  rate,  or; 

o      100  percent  of  the  federal  rate  or  the  blended 
rate,  if  lower. 

Hospitals  receiving  the  full  federal  rate  could 
not  subsequently  change  to  "hold  harmless"  payments. 
However,  hospitals  could  switch  from  the  "hold 
harmless"  payment  to  the  federal  rate  when  declining 
capital  costs  and  payments  made  it  more  advantageous. 
After  the  transition  period,  all  hospitals  would 
receive  a  fully  federal  payment  rate. 

Fully  Prospective  Payment  Rate  Methodology 

Hospitals  with  an  FY  1990  hospital-specific  rate 
for  capital  below  the  new  federal  rate  would  be  paid 
a  fully  prospective  payment  rate  based  on  a  blend  of 
their  hospital-specific  rate  and  the  federal  rate. 

The  FY  1992  payment  would  be  based  on  a  blend  of 
their  hospital-specific  rate  and  10  percent  of  the 
federal  rate.     Over  the  next  10  years,  the  federal 
portion  of  the  payment  would  increase  by  10 
percentage  points  per  year,  while  the  hospital- 
specific  rate  would  decrease  by  the  same  percentage. 
In  the  tenth  year,  hospitals  would  be  paid  100 
percent  of  the  federal  rate. 

Hospitals  paid  a  fully  prospective  rate  could 
make  a  one-time  change  to  "hold  harmless"  payments  if 
their  FY  1991  cost  reports  show  actual  costs  in  that 
year  to  be  greater  than  the     federal  rate. 

Market  Basket  Update 

For  FY  1992  through  1995,  the  update  to  the 
federal  and  the  hospital-specific  rates  is  based  on 
actual  increases  in  capital-related  costs  per  case 
that  occurred  two  years  previous  to  the  current 
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federal  fiscal  year.     For  example,  FY  1994  rates 
would  be  updated  based  on  FY  1992  data.     Beginning  in 
FY  1996,  we  propose  to  determine  the  update  by  taking 
into  consideration  the  capital  "market  basket"  index, 
changes  in  capital  requirements,  and  new  technology. 

Increased  Payments  and  Budget 

Aggregate  capital  payments  will  increase  by 
5  percentage  points,  as  specified  by  law,  reflecting 
a  reduction  in  the  payment  discount  from  15  to  10 
percent.     Total  Medicare  payment  for  capital  under 
the  new  payment  system  will  be  budget  neutral  for 
FY  1992  through  FY  1995;  that  is,  total  payments  will 
be  equal  to  90  percent  of  what  they  would  have  been 
under  the  cost-based  payment  system. 

Puerto  Rico  and  Excluded  Hospitals 

A  specific  federal  rate  for  capital-related 
inpatient  hospital  costs  will  be  used  for  Puerto 
Rico.     Hospitals  and  hospital  distinct  part  units 
that  are  currently  excluded  from  PPS  will  continue  to 
be  paid  for  capital-related  costs  on  a  reasonable 
cost  basis. 


Question.     How  much  do  you  expect  this  plan  to 
save,  and  to  what  extent  will  it  reduce  overcapacity? 

,         Answer.     The  plan  is  budget  neutral.  We 

I  generally  expect  capital  prospective  payment  to  help 

encourage  hospitals'  more  efficient  use  of  resources. 

Although  it  is  logical  that  reduced  capital  would 
I    affect  excess  capacity,  we  have  no  specific  estimates 
I   of  this  effect. 


EXCEPTIONS  PROCESS 

Question.  Will  exceptions  be  granted  for 
specific  hospitals  that  can  demonstrate  dire 
hardships  resulting  from  implementation  of  this  plan? 

Answer.     An  exceptions  process  would  be  provided 
for  hospitals  that  would  be  otherwise  financially 
j   disadvantaged  during  the  transition.     For  FY  1992, 
f   the  regulation  proposes  that: 

o     Hospitals  with  capital  costs  greater  than  150 

percent  of  payments  under  the  capital-prospective 
payment  system  would  receive  an  additional 
payment  of  75  percent  of  costs  above  150  percent. 
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o     Rural  sole  community  hospitals  and  large  urban 
hospitals  with  low-income  patient  percentages  of 
over  30  percent  would  receive  an  exceptions 
payment  of  75  percent  of  capital  costs  in  excess 
of  100  -  125  percent  (on  a  sliding  scale)  of 
Medicare  capital  payments. 


ALTERNATIVES  TO  USER  FEES 

Question.     As  an  alternative  to  user  fees,  have 
you  considered  proposing  that  Medicare  providers  be 
charged  a  small  claims  processing  fee,  of  perhaps  one 
dollar  per  claim,  to  help  offset  the  growing  cost  of 
Medicare  Contractor  operations? 

Answer.     This  approach  has  not  yet  been 
considered.     We  are  concerned,  however,  that 
physicians  would  pass  on  this  cost  to  beneficiaries 
whose  claims  are  unassigned. 


.3  ;        ,    .  >         CLAIMS  PROCESSING  FEES 

Question.     Would  such  a  claims  processing  fee  be 
administratively  feasible,  perhaps  by  deducting  it 
from  reimbursement  checks? 

Answer.     The  amount  could  be  withheld  from  checks 
in  a  manner  similar  to  the  reductions  for  deductible 
and  Gramm-Rudman  percentage  withholdings.  Those 
monies  withheld  would  be  considered  program  dollars 
saved,  but  costs  would  continue  to  be  classified  as 
administrative. 


POTENTIAL  HARDSHIP  CAUSED  BY  CLAIMS  PROCESSING  FEE 

Question.     Would  such  a  fee  impose  a  hardship  on 
certain  providers  and  physicians,  such  as  those  with 
small  volumes  of  services  in  rural  areas? 

Answer.     Such  a  fee  would  certainly  be  regressive 
in  the  sense  that  ability  to  pay  and  volume  of 
Medicare  services  would  not  be  considered.     It  would 
hit  harder,  in  total  percentage,  small  providers 
billing  for  inexpensive  items.     It  might  provide  an 
incentive  to  bill  for  higher  priced  items. 
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DELAYS   IN  MEDICARE  CLAIMS  PROCESSING 

Question.     Is  it  true  you  expect  Part  B  claims 
processing  times  to  increase  from  an  average  of  17 
days  to  24  days? 

Answer.     The  average  processing  time  for  all  Part 
B  claims  in  FY  1992  in  expected  to  be  20.5  days. 
This  is  a  3.5  day  increase  from  the  FY  1990  average 
for  all  Part  B  claims.     It  is  expected  that  the 
electronic  claims  will  continue  to  be  paid  in  17 
days,  while  paper  claims  will  take  slightly  longer. 

Efforts  are  under  way  or  being  developed  to 
increase  the  electronic  media  claims  (EMC)  submission 
rates  among  providers.     These  efforts  should  aid  in 
reducing  the  funding  required  for  claims  processing 
and  in  lowering  the  average  claim  processing  times. 


ADDITIONAL  FUNDING  TO  MAINTAIN  CLAIMS  PROCESSING  TIMES 

Question.     How  much  more  would  have  to  be  added 
to  the  Medicare  Contractor  budget  to  maintain  current 
claims  processing  times? 

Answer.     In  order  to  maintain  current  17  day 
average  processing  times,  an  additional  $10.2  million 
would  be  required  ($3.5  million  for  Part  A  claims  and 
$6.7  million  for  Part  B  claims).     Additional  funds 
will  also  be  required  for  the  supporting  functions 
related  to  the  additional  claims.     These  include: 
$1.6  million  for  medical  review,  $1  million  for 
Medicare  Secondary  Payer  and  $1  million  for  hearing 
and  appeals . 


PRESSURE  ON  CLAIMS  PAYMENT 

Question.     Wouldn't  you  expect  a  continuing 
squeeze  on  Medicare  Contractor  funding  to  put  greater 
pressure  on  just  paying  claims  without  reviewing 
them? 

Answer.   Inherent  in  the  claims  processing  system 
is  a  responsibility  to  assure  that  payments  are  being 
made  accurately.     This  responsibility  is  supported  by 
HCFA  as  well  as  its  Contractors.     Our  first  priority 
continues  to  be  prompt  payment  of  claims,  but  HCFA 
and  its  Contractors  have  demonstrated  historically 
that  they  remain  firmly  committed  to  maximizing 
payment  safeguard  savings. 
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MEDICARE  WASTE 

Question.     I  have  received  correspondence  from  a 
physician  in  Iowa  concerning  waste  in  the  Medicare 
program.     Apparently  Medicare  would  only  pay  for 
antibiotics  if  the  patient  remains  in  some  sort  of 
facility,  such  as  a  Skilled  Nursing  Facility,  which 
costs  $237  per  day.     It  would  save  a  lot  of  money  to 
pay  for  these  antibiotics  at  home.  What  is  the 
rationale  for  this  policy? 

Answer.     While  the  statutory  provisions  that 
apply  to  services  provided  in  hospitals  and  skilled 
nursing  facilities  include  coverage  of  drugs,  there 
is  no  statutory  provision  that  authorizes  an 
outpatient  drug  program. 

Certain  provisions  of  the  Medicare  Catastrophic 
Coverage  Act(MCCA)  of  1988  amended  the  Social 
Security  Act  (the  Act)  to  provide  for  an  outpatient 
drug  benefit,  however,  these  provisions  of  the  MCCA 
of  1988  have  been  repealed. 

Although  there  is  no  outpatient  drug  benefit, 
section  1861 (s) (2)  of  the  Act  does  provide  for  the 
coverage  of  services  and  supplies,  including  drugs 
that  cannot  be  self -administered,  that  are  provided 
as  part  of  a  physician's  professional  services. 

Thus,  antibiotics  that  are  furnished  to  the 
patient  in  a  form  that  cannot  be  self -administered, 
such  as  an  intravenous ( IV)  injection,     may  be  covered 
as  part  of  physician's  professional  services  if 
provided  under  the  direct  supervision  of  the 
physician.  This  coverage  would  not  include  pills  and 
other  oral  medication. 

Also,  infusion  pumps  intended  for  home  use  are 
covered  by  Medicare  as  part  of  the  durable  medical 
equipment  benefit,  which  is  defined  at  section 
1861(n)   of  the  Act. 

Through  an  administrative  decision.  Medicare 
allows  coverage  of  drugs  that  are  necessary  for  the 
effective  use  of  infusion  pumps  by  outpatients  in 
their  homes . 

In  accordance  with  this  policy,  antibiotics 
provided  via  an  external  infusion  pump  in  the  home 
setting  may  be  covered  by  Medicare  for  those  patients 
for  whom    Medicare  contractors,  using  their  medical 
consultants,  decide  that  the  therapy  is  safe  and 
effective  for  home  use.     Because  of  safety  and 
effectiveness  considerations,  coverage  is  not  allowed 
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for  antibiotics  provided  via  an  implanted  infusion 
pump . 


Question.     Do  you  have  an  estimate  of  how  much 
could  be  saved  by  not  having  to  pay  the  cost  of 
nursing  facility  beds  for  patients  who  need 
medications  such  as  antibiotics? 

Answer.     Patients  are  admitted  to  nursing 
facilities  for  medical  conditions  and 
treatment  which  may  include  antibiotics  or  other 
types  of  drug  therapy.     It  would  not  be  an  allowable 
cost  under  Medicare  to  admit  a  patient  to  a  Skilled 
Nursing  Facility  solely  to  qualify  that  patient  for 
the  payment  of  drugs  under  Medicare.   If  the  drugs 
could  be  administered  in  an  outpatient  setting, 
Medicare  would  not  pay  for  either  the  drugs  or  the 
per  diem  cost  of  institutional  care.     Accordingly,  we 
have  no  cost  estimate  of  such  care. 


REDUCED  ALLOCATIONS  FOR  R-69 
PROFESSIONAL  RELATIONS 

Question.     It  is  our  understanding  that  the  task 
of  implementing  physician  reform  (RBRVS)  will  be  much 
more  difficult  and  complex  than  the  prospective 
payment  system  for  hospitals.     If  that  is  true,  why 
is  the  Administration  proposing  a  reduction  in  the 
allocation  for  professional  relations?     Are  we  making 
a  mistake  in  underestimating  the  need  to  invest  in 
more  educational  activities  to  lay  the  groundwork  for 
a  smoother  implementation  and  transition  to  the  new 
physician  payment  system?     In  some  respects  shouldn't 
we  view  professional  relations  and  education 
activities  as  productivity  investments,  because 
better  understanding  of  the  payment  and  policy 
changes  can  reduce  the  number  of  claims  processing 
problems  and  inquiries? 

Answer.     We  agree  wholeheartedly  that 
professional  relations  and  education  activities  are 
worthwhile  investments.     Statutory  changes  are  often 
complex,   if  not  arcane.     If  contractors  can  explain 
these  changes  to  physicians  and  providers  before 
claims  are  submitted  and  problems  arise,  then  all 
parties  benefit.     In  FY  1992  we  are  facing  grave 
constraints  on  our  budget.     We  must  maintain  basic 
standards  of  claims  processing  efficiency  and  must 
spend  money  on  payment  safeguards  in  order  to 
maintain  trust  fund  integrity.     The  remaining  funds 
must  be  carefully  allocated  and  HCFA  has  chosen  to 
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spend  a  large  portion  of  them  on  professional 
relations  --  at  the  expense  of  other,  important 
services.     In  fact,  the  requested  funding  level  for 
professional  relations  is  $20  million  in  FY  1992, 
only  $100  thousand  less  than  the  FY  1991  level. 


.REVERSAL  RATES  FOR  RECONSIDERATIONS  AND  HEARINGS 

Question.     The  Administrator's  proposal  to 
drastically  cut  funding  for  hearings  and 
reconsiderations  is  a  serious  erosion  of  basic  due 
process  for  Medicare  patients,  physicians,  and  other 
providers.     What  are  the  current  reversal  rates  for 
Medicare  denials  at  the  reconsideration  and  appeal 
levels? 

Answer.     Current  data  from  FY  1990  indicates  a 
reversal  rate  for  Part  A  reconsiderations  and 
hearings  of  51.1%,  based  on  121,957  claims  processed. 
The  reversal  rate  for  Part  B  reviews  and  hearings  is 
60.8%,  based  on  7,056,867  claims  processed. 


AVERAGE  TIMEFRAMES  FOR  RECONSIDERATIONS  AND  APPEALS 

Question.     What  are  current  backlog  situations? 
What  is  the  average  time  span  between  an  initial 
denial,  reconsideration. .. and  then  a  formal  appeal? 

Answer.     Based  on  FY  1990  data  the  backlog  is 
20,779  for  Part  A  appeals  and  608,951  for  Part  B 
Reviews .     We  do  not  capture  data  indicating  the 
average  time  span  between  each  step  in  the  appeals 
process  (i.e.,  claim  denial,  reconsideration, 
hearing) .     However,  the  maximum  statutory  timeframes 
for  each  step  are  as  follows: 

Part  A  Part  B 

Reconsiderations/  60  days  45  days 

Reviews 

Carrier  Hearings  N/A  120  days 


IMPLEMENTATION  OF  USER  FEES 

Question.     Is  it  true  that  HCFA  is  considering 
charging  physicians  fees  for  claims  that  are 
rejected,  charging  Medicare  beneficiaries  and 
providers  fees  for  unsuccessful  appeals,  and 
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installing  900  telephone  lines  to  handle  claims 
processing  questions  from  physicians? 

Answer.     HCFA  is  currently  considering  a  number 
of  options  as  part  of  an  overall  effort  to  seek  out 
efficient  and  equitable  ways  of  reducing 
administrative  expenses  while  maintaining  the  highest 
possible  levels  of  beneficiary  and  provider  services. 
HCFA  is  not  yet  far  enough  along  in  the  policy 
development  process  to  be  able  to  discuss  specifics. 
We  will  meet  with  you  later  to  discuss  the  specifics 
if  you  wish. 


POTENTIALLY  NEGATIVE   IMPACT  OF  USER  FEES 

Question.     Won't  such  a  user  unfriendly  system  be 
counterproductive?     If  you  erect  barriers  to 
information,  won't  you  just  increase  claims 
processing  inefficiency?     Doesn't  this  strike  you  as 
absolutely  contrary  to  how  you  would  run  a  private 
insurance  program?    Are  private  insurers  making  deep 
cuts  in  beneficiary  and  provider  service  programs? 

Answer.     In  evaluating  various  cost-saving 
measures,  including  some  user  fee  mechanisms,  HCFA 
will  not  select  options  which  would  have  adverse 
effects  on  claims  processing  operations. 
Beneficiaries  will  not  be  charged  a  fee  for 
initiating  a  review  or  reconsideration  of  a  denied 
claim. 


QUESTIONS  SUBMITTTED  BY  SENATOR  MARK  0.  HATFIELD 
CATARACT  DEMONSTRATIONS 


Question.     Dr.  Wilensky,  I  understand  the 
Administration  is  considering  the  implementation  of  a 
Medicare  Cataract  Preferred  Provider  Demonstration 
Project.     To  what  degree  will  the  Cataract 
demonstration  tilt  the  playing  field  in  favor  of 
high-volume  providers?    Will  this  create  an  anti- 
competitive atmosphere  which  will  disadvantage  small, 
high  quality  practices? 

Answer.     HCFA  recognizes  that  the  highest  volume 
providers  are  likely  to  have  a  competitive  pricing 
advantage  as  a  result  of  economies  of  scale.  HCFA 
will,  therefore,  consider  favorably  any  proposals 
from  large  providers  that  incorporate  a  volume- 
related  discount  to  reflect  the  efficiencies  they 
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expect  to  achieve.     However,  smaller  volume  providers 
should  not  be  discouraged  from  proposing  discounted 
prices  reflecting  potential  efficiencies  in  their 
scale  of  practice.     In  addition  to  other  criteria, 
HCFA  expects  to  select  designated  providers  based  on 
several  volume-related  thresholds  for  pricing, 
anticipating  larger  discounts  at  higher  volumes. 

Participation  in  the  demonstration,  by  both 
providers  and  beneficiaries,   is  completely  voluntary. 
Those  providers  not  participating  in  the 
demonstration,   including  those  providers  located  in  a 
demonstration  area,  will  continue  to  treat  Medicare 
beneficiaries  and  receive  payment  under  the  regular 
Medicare  payment  system.     In  turn,  beneficiaries 
remain  free  to  select  the  provider  of  their  choice 
for  cataract  surgery. 


Question.     If  implemented,  how  will  establishing 
large  volume  urban  providers  impact  upon  residents  of 
rural  areas  needing  care?    How  will  this  affect  the 
economic  viability  of  rural  ophthalmologists  who  will 
never  have  practices  sufficiently  large  to  qualify  as 
preferred  providers? 

Answer.     Volume-related  thresholds  for  pricing 
will  enable  smaller  volume  providers  to  compete 
effectively  in  the  application  process.     Given  these 
relative  pricing  scales,  combined  with  the  fact  that 
beneficiary  participation  is  completely  voluntary  and 
that  the  demonstration  is  being  conducted  in 
metropolitan  statistical  areas,  the  demonstration's 
effect  on  the  economic  viability  of  rural 
ophthalmologists  should  be,  at  most,  minimal. 

o  reduce  Government  involvement  in  the  pricing  of 
individual  services  in  the  providers'  decision- 
making; 

o  provide  insight  into  appropriateness  indicators 
and  effective  quality  assurance  and  utilization 
review  mechanisms  for  cataract  surgery;  and 

o     provide  information  regarding  factors  influencing 
providers'  decisions  to  participate  and 
beneficiaries'  decisions  to  select  designated 
providers  under  a  demonstration  that  will  be 
strictly  voluntary. 
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Question.     Is  there  a  problem  in  the  quality  of 
cataract  care  being  provided  by  local 
ophthalmologists? 

Answer.     In  general,  cataract  procedures  result 
in  a  relatively  high  rate  of  successful  outcomes.  In 
order  to  assure  continued  high  standards  of  quality 
of  care  as  well  as  to  protect  beneficiaries  from 
unnecessary  surgery,  the  demonstration  incorporates  a 
variety  of  safeguards.     Criteria  for  selection  of 
designated  providers  will  emphasize  appropriateness 
and  quality  indicators,  and  designated  providers  will 
be  subject  to  more  intensive  prospective  and 
retrospective  assessment  of  the  appropriateness  and 
quality  of  surgery  and  follow-up  care. 


Question.     If  the  problem  is  overutilization, 
hasn't  the  Congress  demonstrated  its  commitment  to 
attack  the  problem  without  having  to  resort  to  a 
procedure  which  discriminates  against  local 
providers? 

Answer.     Cataract  surgery  is  performed  over  one 
million  times  a  year  at  an  estimated  cost  to  the 
Medicare  program  of  over  $3  billion  annually.  The 
per-case  cost  of  this  procedure  has  not  significantly 
decreased  to  reflect  technological  improvements,  nor 
to  take  into  account  the  shift  in  surgical  setting — 
from  inpatient  to  outpatient  facility —  that  has 
taken  place  during  the  past  decade.     Rather,  costs 
have  stabilized  as  a  result  of  regulatory 
intervention  and  congressional  mandates. 

This  demonstration  project  would  be  an 
opportunity  to  study  efficiencies  that  can  be 
achieved  by  managing  an  episode  of  care  for  cataract 
surgery,  while  maintaining  high  quality  of  care 
throughout  the  episode.     This  arrangement  would 
combine  the  physician  and  facility  services  on  the 
day  of  surgery,  the  intraocular  lens,  and  various 
pre-and  post-operative  tests  and  visits  into  one 
comprehensive  package  and  single  negotiated  global 
fee.     In  this  manner  it  will: 

o     allow  providers  flexibility  in  managing  the  mix 
and  type  of  services  used  to  accommodate  their 
practice  style  preferences; 

o     provide  incentives  to  manage  patient  care  so  that 
cost  efficiencies  are  realized  while  maintaining 
a  high  standard  of  quality  of  care. 


Social  Security  Administration 
statement  of  gwendolyn  s.  king,  commissioner 

ACCOMPANIED  BY: 

DENNIS  P.  WILLIAMS,  DEPUTY  ASSISTANT  SECRETARY,  BUDGET, 

DEPARTMENT  OF  HEALTH  AND  HUMAN  SERVICES 
JOHN  R.  DYER,  DEPUTY  COMMISSIONER  FOR  FINANCE,  ASSESS- 
MENT, AND  MANAGEMENT 
LOUIS  D.  ENOFF,  DEPUTY  COMMISSIONER  FOR  PROGRAMS 

BUDGET  REQUEST 

Senator  Harkin.  Our  next  witness  is  Gwendolyn  King,  Commis- 
sioner of  the  Social  Security  Administration. 

Mrs.  King,  welcome  again  to  the  subcommittee. 

In  fiscal  year  1992,  the  Social  Security  Administration  will  pay 
out  $307  billion  in  benefits  to  42  million  Americans.  Not  only  will 
36  million  elderly  Americans  receive  payments,  but  6  million  dis- 
abled and  blind  Americans  also  receive  the  vital  assistance  they 
need. 

The  Social  Security  Administration  reaches  into  almost  every 
city,  town,  and  village  in  America — 1,300  field  offices  and  a  staff 
of  64,530.  The  budget  request  for  administrative  costs  is  $4.5  bil- 
lion, an  increase  oi  $374.6  million  over  last  year.  A  supplemental 
$232  million  is  also  iDeing  requested  to  handle  the  surge  of  claims 
under  the  Zebley  case. 

Despite  the  additional  resources  being  requested,  it  appears  that 
services  to  the  public  are  in  danger  of  deteriorating.  Telephone 
busy  signals  rates  remain  high,  the  backlog  of  disability  cases  con- 
tinues to  grow. 

This,  again,  is  an  issue  that  Secretary  Sullivan  has  acknowl- 
edged, but  one  for  which  the  administration  has  not  found  the 
needed  funds  to  remedy. 

Commissioner  King,  again,  we  welcome  you  back  to  the  sub- 
committee. In  the  interest  of  time,  please  summarize  your  budget 
request  so  that  we  can  get  to  the  questions  more  quickly.  Of  course, 
your  entire  prepared  statement  will  be  made  a  part  of  the  record 
and  please  proceed  as  you  so  desire. 

OPENING  REMARKS 

Mrs.  King.  Thank  you,  Mr.  Chairman,  and  I  appreciate  very 
much  your  giving  me  this  opportimity.  We  have  submitted  a  longer 
statement  for  the  record. 

I  would  like  to  take  a  few  moments  to  discuss  our  $4.5  billion 
request  for  SSA's  fiscal  year  1992  administrative  expenses,  as  well 
as  certain  critical  funding  needs  we  have  for  the  current  fiscal 
year,  most  notably,  the  $232  million  supplemental  for  Zebley, 
which  you  mentioned  in  your  opening  remarks. 
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I  want  to  tell  you  what  these  requests  mean  in  terms  of  .this 
agency's  ability  to  serve  the  millions  of  people  whose  lives  are  di- 
rectly and  strongly  affected  by  Social  Security. 

Our  fiscal  year  1992  budget  request  is  a  conservative  one,  Mr. 
Chairman.  One  that  reflects  this  Nation's  need  and  this  adminis- 
tration's desire  for  fiscal  restraint. 

We  are  requesting  a  9-percent  increase  for  fiscal  year  1992.  That 
appears  to  be  a  substantial  raise  under  the  new  budget  rules.  But 
it  is  bare  bones  given  the  magnitude  of  our  built-in  mandatory  cost 
increases  and  the  amount  of  work  to  be  done. 

Administrative  expenses  will  continue  to  make  up  less  than  2 
percent  of  the  overall  cost  of  the  programs  we  manage,  and  80  per- 
cent of  the  increase  we  are  requesting  will  be  devoted  to  mandatory 
increases  in  pavroll  and  other  costs,  such  as  rent  and  utility 
charges  for  huncfreds  of  offices  throughout  the  country. 

In  addition  to  those  unavoidable,  built-in  increases,  this  request 
is  driven  by  the  substantial  increase  in  SSA's  workloads,  an  in- 
crease requiring  additional  FTE's,  increased  fimding  for  State  dis- 
ability determination  services,  and  further  investments  in  systems 
modernization. 

In  addition  to  the  expected  increases  in  the  Nation's  over  65  pop- 
ulation, we  are  seeing  dramatic  jumps  in  the  number  of  people  ap- 
plying for  disability  and  supplemental  security  income  benefits. 

BUDGETARY  OBJECTIVES 

The  $4,532  billion  the  administration  is  requesting  will  accom- 
plish the  following  objectives.  First,  we  will  be  able  to  increase  em- 
ployment to  63,730  PTE's,  an  increase  of  about  750  PTE's  from  the 
amount  currently  funded  for  1991.  This  will  partially  compensate 
for  an  anticipated  workload  growth,  and  in  general,  help  to  main- 
tain present  levels  of  service. 

Recognizing  that  this  is  a  budget  aimed  at  achieving  both  service 
quality  and  fiscal  responsibility,  we  may  see  some  areas,  particu- 
larly disability,  where  increases  in  the  number  of  cases  pending 
and  increases  in  processing  times  will  result. 

Second,  we  will  provide  a  funding  increase  of  nearly  9  percent  to 
our  partners  in  the  State  disability  determination  services  whose 
workloads  will  continue  to  increase  significantly. 

And  third,  this  budget  will  enable  us  to  restore  limited  funding 
to  critical  areas  that  have  been  severely  cut  in  recent  years.  It  is 
simply  not  acceptable  for  the  Social  Security  Administration  to 
have  offices  in  disrepair,  offices  devoid  of  necessary  supplies,  or  of- 
fices with  equipment  that  does  not  work  properly. 

And  finally,  Mr.  Chairman,  this  budget  will  enable  us  to  make 
necessary  investments  in  our  computer  and  telecommunications 
systems  to  help  us  deal  with  future  workload  growth  and  improve 
public  service. 

In  short,  this  budget  request  is  designed  to  enhance  both  our 
human  and  our  technological  potential — enhancements  that  must 
take  place  if  we  are  going  to  meet  current  and  future  workload  de- 
mands and  provide  quality  service.  And  providing  that  service,  Mr. 
Chairman,  hinges  to  a  very  great  degree  on  three  separate  actions. 

First  and  foremost,  Mr.  Chairman,  I  cannot  urge  strongly  enough 
the  adoption,  without  alteration,  of  the  President's  request  for 
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SSA's  fiscal  year  1992  administrative  budget,  $4,482  billion  in  di- 
rect obligational  authority  with  $50  million  in  a  contingency  fund. 

SSA  is  a  production-driven  agency  and  our  production  demands 
are  steadily  increasing.  In  order  to  meet  those  demands  and  to  con- 
tinue to  serve  the  American  public  with  efficiency,  with  courtesv, 
and  with  compassion,  approval  of  this  appropriation  request  is  ab- 
solutely essential. 

Second,  we  do  need  rapid  congressional  approval  of  the  full,  fiscal 
year  1991  supplemental  appropriation  of  $232  million  to  process 
the  anticipated  workloads  arising  from  the  Supreme  Court's  Zebley 
decision. 

The  Zebley  work,  involving  a  probable  200,000  to  300,000  new 
childhood  disability  determinations  was  not  covered  in  our  regular 
fiscal  year  1991  appropriation  or  our  fiscal  year  1992  request.  Pro- 
viding less  than  the  full  amount  requested  would  impair  our  ability 
to  deal  fairly  and  efficiently  with  the  children  affected  by  the 
Zebley  decision. 

And  finally,  we  need  additional  funds  for  our  fiscal  year  1991 
"Limitation  on  administrative  expenses"  [LAE]  account.  These 
funds  are  made  necessary  by  the  workload  increases  which  I  spoke 
of  earlier.  More  specifically,  our  pending  disability  claims  in  the 
State  agencies  are  up  30  percent  over  last  year.  Pending  claims, 
overall,  are  up  over  20  percent.  Pending  appeals  and  receipt  of  new 
appeals  are  up,  both  of  them,  over  10  percent. 

Right  now,  we  have  a  window  of  opportunity  to  attack  these 
caseloads  and  get  them  to  manageable  levels.  To  do  so,  however, 
requires  immediate  additional  funding.  Without  it,  these  workloads 
will  grow  to  an  extent  that  will  be  much  more  difficult  to  get  under 
control  and  the  quality  of  our  service  will  suffer. 

As  you  know.  Congress  shifted  nearly  $100  million  in  fiscal  year 
1991  from  direct  obligational  authority  into  our  contingency  fund 
so  that  this  fund  now  contains  $146  million.  We  have  requested 
that  0MB  release  $125  million  from  this  fund. 

The  House  Appropriations  Committee  has  acknowledged  SSA's 
needs  by  including  a  provision  in  the  fiscal  year  1991  supplemental 
bill  that  would  transfer  $100  million  from  the  contingency  fund  and 
make  it  available  for  our  operational  needs. 

PREPARED  STATEMENT 

These  necessary  actions,  Mr.  Chairman,  for  both  this  fiscal  year 
and  the  next,  will  determine  how  well  Social  Security  is  able  to 
serve  the  retirees,  the  families,  the  children,  the  people  with  dis- 
abilities, the  financially  needy  and  the  millions  of  others  who  de- 
pend on  the  services  we  provide. 

I  would  be  happy  to  answer  any  questions  now. 

[The  statement  follows:] 
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STATEMENT  OF  GWENDOLYN  S.  KING 
Fiscal  Year  1992  Appropriation  Requests 

Mr.  Chairman  and  members  of  the  Committee,  I  am  pleased  to  be  here  today  to 
present  the  fiscal  year  1992  appropriation  requests  of  the  Social  Security 
Administration  (SSA).  These  requests  total  $22.9  billion  ih  budget  authority,  and  reflect 
SSA's  commitment  to  fulfill  its  unique  role  In  assuring  the  well-being  of  millions  of 
Americans.  First,  i  would  like  to  summarize  the  SSA  appropriation  requests  before  the 
Committee: 

$41 .0  million  for  Payments  to  Social  Security  Trust  Funds.  Through  this 
account  the  trust  funds  are  reimbursed  for  the  costs  of  certain  benefits  and 
administrative  expenses  chargeable  to  Federal  funds. 

•  $820.3  million  for  Special  Benefits  for  Disabled  Coal  Miners.  These  funds 
cover  benefit  payments  and  administrative  expenses  for  that  portion  of  the 
black  lung  program  administered  by  SSA. 

$17.5  billion  for  the  Supplemental  Security  Income  (SSI)  Program.  This 
request  includes  SSI  benefits  and  reimbursement  to  the  Social  Security  trust 
funds  for  the  administrative  costs  of  the  SSI  program. 

•  $4.5  billion  for  the  Umltatlon  on  Administrative  Expenses  (LAE).  This  request 
provides  resources  for  administering  the  old-age  and  survivors  and  disability 
Insurance  programs  and  for  performing  certain  administrative  functions  for  the 
Medicare  program.  It  also  Includes  resources  to  administer  the  SSI  program 
and  for  combined  annual  wage  reporting  for  Social  Security  and  Internal 
Revenue  Service  purposes.  The  trust  funds  subsequently  are  reimbursed  from 
the  general  fund  for  the  administrative  costs  of  the  SSI  program  and  for  the 
nontrust  fund  share  of  annual  wage  reporting.  The  l-AE  request  includes 
about  $3.4  billion  for  regular  salaries  and  expenses,  $868  million  for  State 
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Disability  Determination  Services  which  make  disability  determinations  on 
behalf  of  the  Secretary  of  Health  and  Human  Services,  $260  million  for 
automated  data  processing  and  telecommunications  expenses,  and  a 
contingency  reserve  of  $50  million. 

.    In  addition,  SSA  is  requesting  a  fiscal  year  1991  supplemental  of  $232.0  million 
for  the  LAE  account,  with  funds  to  remain  available  through  fiscal  year  1993,  to 
finance  the  one-time  costs  of  implementing  the  Supreme  Court  decision  in  the 
case  of  Sullivan  v.  Zebley.  A  like  amount  also  is  requested  for  the  SSI 
appropriation,  to  reimburse  the  trust  funds  from  general  revenues,  as  provided 
by  law,  for  the  cost  of  this  work. 

SSA  Goals  and  Objectives  - 

Social  Security  Is  vested  with  an  enormous  public  trust.  SSA  has  a  direct  and 
Important  effect  on  the  lives  and  well-being  of  millions  of  Americans.  People  look  to 
SSA  to  provide  financial  support  in  their  retirement  years  and  to  protect  against  the  rf?  .;. 
financial  hardship  that  can  accompany  a  disability  or  the  premature  death  of  a        -  ••^f^ 
household  breadwinner.  Also,  economically-disadvantaged  elderly,  blind,  and  disabled 
people  look  to  SSA  for  basic,  minimum  financial  assistance.  The  people  we  serve  can 
go  nowhere  else  to  meet  these  needs.  Because  of  SSA's  unique  role,  we  must  ensure 
that  all  Americans  get  the  service  from  this  Agency  that  they  deserve. 

To  this  end,  SSA's  budget  request  supports,  within  available  funding,  the  three  primary 
goals  I  have  established  for  the  Social  Security  Administration: 

•  To  serve  the  public  with  compassion,  courtesy,  consideration,  efficiency  and 
accuracy; 

•  To  protect  and  maintain  the  American  people's  investment  in  the  Social 
Security  trust  funds  and  to  instill  public  confidence  in  SSA  programs;  and 
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•    To  create  an  environment  that  ensures  a  highly  skilled,  motivated  workforce 
dedicated  to  meeting  the  challenges  of  SSA's  public  service  mission. 

Hgman  Regpyircfis 

SSA's  business  is  sen/ing  people.  Over  the  last  decade  this  Agency  has  made 
considerable  changes  and  improvements  in  the  way  it  provides  service  and  interacts 
with  beneficiaries  and  the  public  in  general.  For  example,  we  have  modernized  our 
title  II  Social  Security  claims-taking  system  and  automated  many  previously  manual 
activities.  In  addition,  we  now  conduct  a  much  larger  portion  of  our  work  over  the 
telephone,  and  we  have  implemented  nationwide  toll-free  "800"  number  telephone 
service  for  handling  all  general,  incoming  calls  to  SSA.  Although  the  telephone  is 
preferred  by  a  majority  of  the  people  we  serve,  we  also  have  maintained  the  options  of 
visiting  one  of  our  1,297  local  offices  or  contacting  Social  Security  by  mail. 

Nevertheless,  our  ability  to  continue  to  provide  high  quality  public  service  depends  on 
funding  that  is  sufficient  to  pay  for  the  staff  and  related  expenses  needed  to  process 
expected  workloads  and  carry  out  SSA's  mission.  Only  through  the  loyalty  and 
dedication  of  it's  staff,  supported  by  automation  and  management  improvements,  has 
SSA  been  able  to  meet  demands  of  growing  beneficiary  and  worker  populations  while 
maintaining  its  service  delivery  levels. 

SSA's  fiscal  year  1992  administrative  budget  request  would  increase  employment  to 
the  level  needed  to  support  about  63,700  full-time  equivalents  (PTEs)  -  an  increase  of 
about  750  PTEs  from  the  amount  currently  funded  for  1991  -  and  represents  an 
Increase  of  about  9  percent  from  the  fiscal  year  1991  funding  level  (excluding  the 
supplemental  funds  requested  for  one-time  work  for  implementation  of  the  Supreme 
Court  decision  in  Sullivan  v.  Zebley).  Although  the  9  percent  Increase  requested  for 
fiscal  year  1992  may  appear  to  be  substantial  under  the  new  budget  rules,  it  is  a 
consen/ative  request  given  the  magnitude  of  SSA's  built-in  mandatory  cost  increases 
and  the  amount  of  work  to  be  done. 
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This  request  recognizes  the  need  for  fiscal  restraint  Governmentwide  and  SSA's 
obligation  to  make  the  most  effective  use  of  limited  resources.  As  a  result,  while  in 
general  the  present  levels  of  service  will  be  maintained,  we  do  not  expect  that  SSA  will 
be  able  to  improve  materially  rts  service  delivery  during  the  budget  period.  In  fact.  In 
some  areas,  we  may  see  the  number  of  cases  pending  Increase  and  processing  times 
grow. 

tncreaslng  Workloads 

SSA's  budget  request  for  fiscal  year  1992  is  driven  to  a  large  extent  by  the  significant 
Increases  In  work  SSA  can  expect  over  the  next  two  years.  These  Increases  are 
primarily  attributable  to  the  following  factors: 

In  recent  months  SSA  has  seen  an  Increase  In  the  numbers  of  SSI  and  Social 
Security  disability  claims  filed.  SSA's  current  estimates  of  disability  claims 
receipts  for  fiscal  year  1991  have  Increased  by  8  percent  from  the  estimates  In 
the  1991  President's  budget.  For  fiscal  year  1992  we  estimate  an  additional 
Increase  of  more  than  4  percent  from  the  1991  level.  n-.^ 

At  the  end  of  November  1990,  392,000  Initial  disability  claims  were  pending  In 
the  State  Disability  Determination  Services,  an  increase  of  more  than 
30  percent  compared  to  one  year  earlier.  We  also  have  seen  Increasing 
disability  claims  processing  times.  These  trends  are  expected  to  continue 
during  this  budget  period. 

SSA's  nationwide  "800"  number  continues  to  elicit  heavy  call  volumes,  resulting 
In  high  busy  rates.  Measures  to  Improve  service,  such  as  automated  scripts, 
revised  call  routing,  and  Intelligent  queuing  are  being  tested  and  implemented. 
Nevertheless,  given  increasing  call  volumes,  the  budget  does  not  anticipate 
significant  Improvement  In  busy  rates. 


298 


.    The  Omnibus  Budget  Reconciliation  Act  of  1990  Includes  several  provisions 
which  could  have  a  significant  Impact  on  SSA's  administrative  resources. 
These  provisions  cover  such  areas  as: 

Improving  representative  payee  selection  and  monitoring; 
.      recovery  of  overpayments  by  means  of  offsetting  Income  tax  refunds; 

revising  the  definition  of  disability  for  widov^s  and  widowers;  and 

Improving  Social  Security  notices  to  the  public. 
Some  additional  resources  have  been  budgeted  in  fiscal  year  1992  to  address 
these  provisions.  SSA  will,  however,  concentrate  Its  resources  on  processing 
the  additional  claims  and  other  workloads  generated  by  this  legislation. 

In  recognition  of  the  rapid  changes  within  the  Agency  In  recent  years  and  the  need  to 
focus  limited  resources  on  achieving  our  service  goals,  we  have  begun  to  revise  SSA's 
Agency  Strategic  Plan  to  define  service  requirements  and  needed  Investments  in  new 
technology,  A  renewed  Agency  Strategic  Plan  will  provide,  In  general,  a  picture  of  how 
SSA  will  deliver  high  quality  sendee  to  the  American  public  In  the  next  century.  This  Is 
not  a  short-term  effort.  However,  once-completed,  It  will  help  us  develop  more  efficient 
and  effective  ways  to  manage  increasing  workloads  within  available  administrative 
resources.  . 

Tools  and  Technology  To  Serve  the  Public 

In  order  for  SSA  employees  to  do  their  jobs  In  the  most  effective  and  efficient  manner 
and  continue  delivering  high-quality  public  service  now  and  In  the  future,  we  must 
Invest  In  our  human  resources  by  providing  adequate  training  and  furnishing  our 
employees  with  essential  automated  tools  and  materiel  support.  One  critical 
component  of  employee  support  Is  that  provided  by  SSA's  automated  data  processing 
and  telecommunications  systems,  on  which  SSA's  service  delivery  Is  heavily  and 
Increasingly  reliant. 
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The  cost  of  just  maintaining  current  operations  in  these  systems  continues  to  increase. 
We  also  must  continue  to  invest  in  technology  as  a  tool  to  improve  the  quality  of 
service  our  employees  can  provide  to  the  public,  to  pay  benefits  promptly  and 
accurately,  to  handle  claims  swiftly,  and  to  administer  each  of  our  programs  as 
efficiently  as  possible. 

While  downsizing  by  about  17,CXX)  PTEs,  SSA  has  been  able  to  maintain  service  levels 
in  recent  years  largely  due  to  the  efficiencies  achieved  through  automation  and 
systems  modemization.  SSA's  investments  in  technology  have  accomplished  a  great 
deal.  Nevertheless,  continued  investments  are  needed  to  lay  the  foundation  for  future  . 
efficiencies  needed  to  offset  workload  growth  and  provide  the  flexibility  needed  to 
improve  public  service.  Along  with  Investments  in  technology,  we  must  ensure  that  our 
employees  are  properly  trained  as  new  systems  and  procedures  are  implemented,  and 
that  they  have  safe  work  environments  with  appropriate  equipment  and  supplies  to  do  • 
their  jobs. 

SSA's  fiscal  year  1992  systems  investments  will  focus  on: 

Further  automation  and  modemization  of  the  Agency's  programmatic  software, 
so  that  SSA  employees  can  keep  up  with  growing  workloads  and  process 
applications  in  a  more  timely  and  accurate  manner; 

■800"  number  improvements  to  permit  SSA  to  handle  more  calls  with  available 
teleservice  representatives,  thus  reducing  busy  rates  and  providing  better 
public  access  to  SSA; 

Ensuring  adequate  computer  capacity  to  meet  growing  beneficiary  workloads 
and  increasing  online  transaction  volumes; 
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Additional  personal  computer  workstations  to  Increase  efficiency  of 
administrative  tasks  throughout  the  Agency,  and  for  printing  notices  for 
Immediate  mailing  to  beneficiaries;  and 

.    Replacement  or  upgrade  of  equipment  that  has  become  outmoded,  unreliable 
or  costly  to  maintain. 

This  budget  also  supports  Investments  in  automated  data  processing  equipment  and 
services  for  the  State  Disability  Determination  Services.  In  recent  years  these  State 
agencies  have  Improved  productivity  and  quality  with  limited  support  In  terms  of 
automation.  The  States  are  now  faced  with  significant  Increases  In  projected  disability 
workloads;  coupled  with  Increased  emphasis  on  quality  and  training  on  and 
implementation  of  new  childhood  disability  regulations,  which  will  result  In  slightly 
reduced  productivity.  We  now,  more  than  ever  before,  need  to  make  sure  that  State 
Disability  Determination  Services  employees  have  the  automated  tools  they  need  to  do 
their  jobs  efficiently.  v 

SSA's  1992  budget  request  also  restores  limited  funding  for  other  critical  areas  of  SSA 
employee  support.  For  example,  we  plan  to  replenish  near-depleted  Inventories  of 
supplies,  forms  and  public  information  materials;  and  we  will  make  minimal  investments 
needed  to  ensure  employee  health  and  safety  in  SSA's  facilities.  In  addition,  funds  will 
be  restored  for  employee  training  and  for  basic  building  repairs  and  maintenance,  to 
finance  the  most  critical  repairs  deferred  from  prior  years  and  prevent  further 
deterioration  of  our  facilities. 

I  am  committed  to  the  employees  of  the  Social  Security  Administration  whom  I  have 
asked  to  enter  into  a  partnership  with  me  to  ensure  the  continued  efficient  operation  of 
this  program,  one  that  has  paid  benefits  each  month,  on  time  for  the  past  50  years. 
We  will  continue  to  work  together  In  this  partnership  to  deliver  quality  public  service 
and  to  safeguard  the  Social  Security  programs  for  our  curent  and  future  beneficiaries. 
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Fiscal  Year  1991  Supplemental  Request 

SSA  also  has  before  the  Committee  a  fiscal  year  1991  supplemental  budget  request  - 
related  to  the  significant  Increase  in  work  this  Agency  faces  as  a  result  of  the  Supreme 
Court  decision  in  the  case  of  Sullivan  v.  Zebley.  This  decision  calls  for  SSA  to 
reevaluate  childhood  disability  claims  for  SSI  benefits  which  have  been  denied  because 
the  child's  functional  limitations  were  not  considered  In  evaluating  the  severity  of  the 
Impairment  Although  details  for  implementing  the  decision  are  still  being  worked  out 
with  the  court,  SSA's  budget  estimates  assume  that  nationwide  class  relief  will  extend 
to  claims  denied  since  January  1980,  resulting  In  200,000  to  300,000  new  disability 
determinations  for  Zebley  class  members. 

To  fund  SSA  and  State  Disability  Determination  Services  costs  for  this  large,  one-time 
workload  ~  Including  making  new  disability  determinations  for  Zebley  class  members 
who  request  one,  evaluating  income  and  resources  for  those  class  members 
determined  to  be  disabled,  and  processing  appeals  of  denials  ~  the  President  has  •'-^ 
requested  a  supplemental  appropriation  for  fiscal  year  1991,  with  funds  to  remain 
available  through  the  end  of  fiscal  year  1993. 

Regulations  used  to  evaluate  childhood  disability  entitlement  have  been  revised  based 
on  the  Zebley  decision  to  make  them  comparable  to  the  regulations  used  to  evaluate 
adult  categories.  As  a  result,  we  also  anticipate  an  increase  in  ongoing  SSI  disability 
workloads,  beginning  in  fiscal  year  1991,  due  to  the  revisions  made  to  the  childhood 
disability  regulations. 

Social  Security  Trust  Funds 

I  would  like  to  say  a  few  words  about  the  Social  Security  trust  funds.  Funds  to  pay 
benefits  from  the  Old-Age  and  Survivors  Insurance  and  Disability  Insurance  (OASDI) 
Trust  Funds  are  permanently  appropriated,  and  therefore  are  not  part  of  the  budget 
requests  before  this  Committee.  In  fiscal  year  1992  we  expect  to  make  payments  of 
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about  $253.6  billion  to  36.2  million  OAS!  beneficiaries,  and  payments  of  $28.7  billion  to  i 
4.4  million  Dl  beneficiaries.  Administrative  expenses  remain  a  small  fraction  of  the 
overall  trust  fund  operations. 

Maintaining  the  integrity  of  the  trust  funds  Is  one  of  my  major  goals;  and  the  budget 
shows  steadily  increasing  balances  in  the  OASI  and  Dl  trust  funds,  to  meet  our 
obligations  to  tomorrow's  elderly  and  disabled  and  surviving  families,  to  a  level  of 
$335  billion  by  the  end  of  fiscal  year  1992. 

a..^:.-:  Conclusion 

In  conclusion,  f^r.  Chairman,  although  less  than  2  percent  of  the  overall  costs  for  the 
programs  we  manage  are  for  administrative  expenses,  these  expenses  are  critical  to 
the  effective  delivery  of  service  to  our  constituents.  That  Is  why  I  am  here  today  to 
present  the  President's  request  for  $4,532  billion  for  the  Limitation  on  Administrative 
Expenses.  These  funds  are  needed  to:     i  i 

Fund  mandatory  payroll  and  other  cost  increases,  which  account  for  about 
'  _      80  percent  of  the  Increase  requested  for  1992; 

•  Provide  a  modest  increase  in  SSA's  PTE  level,  to  partially  compensate  for 
anticipated  workload  growth; 

•  Fund  costs  for  our  partners  in  the  State  Disability  Determination  Services 

whose  workloads  are  expected  to  increase  significantly;  j 

Restore  limited  funding  to  maintain  and  repair  our  facilities  and  provide  training, 
supplies  and  other  critical  tools  our  employees  need  to  get  their  Jobs  done; 
and 
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Support  our  computer  and  telecommunications  systems  on  which  we  have 
come  to  depend  for  efficient  and  reliable  service,  and  continue  investments  in 
automation  to  offset  future  workload  growth. 

Mr.  Chairman,  the  Social  Security  Administration  needs  congressional  approval  of  our 
full  $4,532  billion  request  for  administrative  costs  If  we  are  to  fulfill  our  mandate  and 
sen^e  the  public  with  efficiency,  courtesy  and  compassion. 

Payments  to  Social  Security  Trust  Funds 

The  fiscal  year  (FY)  1992  appropriation  request  for  Payments  to  Social  Security  Trust 
Funds  totals  $40,968,000  and  covers  four  general  fund  payments  to  the  Social  Security 
trust  funds. 

Special  Payments  for  Certain  Uninsured  Persons 

The  request  before  this  Committee  Includes  $18,868,000  In  FY  1992  to  reimburse  the 
Old-Age  and  Survivors  Insurance  Trust  Fund  for  special  benefits  paid  during  FY  1990 
to  certain  uninsured  persons  aged  72  years  and  over.  The  payments  are  made  to 
individuals  who  did  not  have  a  chance  to  work  long  enough  under  Social  Security  to 
become  Insured.  These  beneficiaries,  a  declining  population,  were  not  eligible  for 
regular  monthly  Social  Security  benefits,  primarily  because  they  retired  before 
enactment  of  the  Social  Security  Act  or  before  their  occupations  were  covered  under 
Social  Security. 

The  FY  1992  request  for  Special  Payments  to  Certain  Uninsured  Persons  is  $6,590,000 
less  than  the  FY  1991  appropriation.  The  population  receiving  special  payments  is  a 
closed  group  of  very  aged  persons  which  declines  annually.  As  of 
September  30, 1990,  7,500  persons  were  receiving  benefits  chargeable  to  the  general 
funds  under  this  provision  as  compared  to  10,000  a  year  earlier. 
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Reimbursement  for  Pension  Reform  Administrative  Costs 


Included  In  this  request  is  a  payment  of  $1,100,000  In  FY  1992  to  reimburse  the  Old- 
Age  and  Survivors  Insurance  Trust  Fund  for  the  general  fund  share  of  the  cost  of 
administering  pension  reform  responsibilities  assigned  to  the  Social  Security 
Administration  under  Public  Law  93-406,  the  Pension  Reform  Act.  The  reimbursement 
is  for  the  cost  of  furnishing  Information  on  deferred  vested  pension  rights  to  pension 
plan  participants  or  their  survivors. 

The  request  for  FY  1992  reflects  the  ongoing  level  of  activity  for  pension  reform.  It  is 
$400,000  less  than  the  FY  1991  appropriation,  which  Included  $400,000  for  prior  year 
adjustments.  ' 

Unngqptl9tg0  Chgpkg 

Also  Included  In  this  request  Is  a  payment  of  $20,000,000  In  FY  1992  to  reimburse  the 
trust  funds  for  the  value  of  Interest  on  benefit  checks  that  remain  uncashed  after 
6  months.  This  payment  is  authorized  by  section  152  of  the  Social  Security 
amendments  of  1983  (P.L  98-21). 

The  request  for  1992  Is  the  same  as  the  FY  1991  appropriation.  This  amount  reflects 
the  ongoing  level  of  activity  and  represents  the  value  of  Interest  for  unnegotiated 
OASDI  benefit  checks.  Beginning  October  1. 1989,  Social  Security  checks,  like  other 
Federal  government  checks,  are  negotiable  for  only  12  months  from  their  date  of  Issue 
under  the  provisions  of  the  Competitive  Equality  Banking  Act  of  1987  (P.L  100-88). 

The  value  of  these  checks  will  be  credited  directly  to  the  trust  funds  from  the  general 
funds  when  the  checks  are  cancelled.  Interest  on  the  amount  of  unnegotiated  checks 
that  remain  uncashed  after  6  months,  until  the  check  Is  cashed,  or  until  the  value  of 
the  checks  is  credited  directly  to  the  trust  funds,  will  be  funded  from  this  appropriation 
activity. 
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Social  $ecur{tY  Cartf  Ugggntf 


The  Payments  to  Social  Security  Trust  Funds  appropriation  request  for  FY  1992 
Includes  $1,000,000  for  a  new  activity,  'Social  Security  card  legend."  The  purpose  of 
this  activity  Is  to  reimburse  the  Federal  Old-Age  and  Survivors  Insurance  Tmst  Fund  for 
the  cost  of  implementing  a  change  In  the  Social  Security  Number  (SSN)  cards  Issued 
to  alien  applicants  with  temporary  employment  authorizations,  by  adding  the  following 
legend  "VAUD  FOR  WORK  ONLY  WITH  INS  AUTHORIZATION.'  The  new  legend  for 
the  SSN  card  Is  considered  a  "major  change"  in  the  employment  verification  system 
established  in  the  Immigration  Reform  and  Cont-ol  Act  of  1986,  which  added 
section  274A  to  the  Immigration  and  Nationality  Act  Under  the  provisions  of 
section  274A,  the  change  must  be  reported  to  the  Congress  at  least  1  year  prior  to  the 
date  of  its  expected  Implementation,  and  implemented  only  when  Congress  specifically 
approves  funds,  other  than  trust  funds,  for  this  purpose.  The  following  actions  have 
been  taken  to  comply  wnth  the  requirements  of  the  law: 

•  On  July  25, 1989,  SSA  sent  letters  to  the  Chairmen  of  the  House  Committee 
on  Ways  and  Means  and  the  Senate  Finance  Committee  to  notify  them  of  the 
change.  -Tft 

•  SSA  plans  to  meet  the  funding  requirement  through  the  addition  of  this  new 
activity.  These  costs  will  be  paid  from  SSA's  Limitation  on  Administrative 
Expenses  with  reimbursement  through  this  appropriation. 

This  is  a  new  activity,  and  actual  costs  for  this  work  are  not  known.  However,  SSA  will 
use  these  funds  only  to  reimburse  the  trust  funds  for  the  actual  costs  associated  with 
this  activity. 
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Special  Benefits  for  Disabled  Coal  Miners 

The  fiscal  year  (FV)  1992  appropriation  request  for  Special  Benefits  for  Disabled  Coal 
Miners  totals  $617,336,000  and  Is  financed  from  general  revenues.  The  request  is  in 
addition  to  the  $203,000,000  which  Congress  provided  last  year  as  a     1992  advance 
appropriation  to  fund  first  quarter  benefit  payments,  which  brings  the  total  FV  1992 
appropriation  to  $820,336,000.  It  includes  $813,000,000  for  FY  1992  benefit  payments 
and  $7,336,000  for  administrative  costs.  The  request  also  contains  an  advance 
appropriationof  $198,000,000  for  the  first  quarter  of  FY  1993.  It  does  not  Include 
reimbursable  work  done  for  the  Department  of  Labor,  which  is  budgeted  for  by  that 
agency.  _  " 

-  "  -       Program  Authorization 

The  black  lung  program  is  authorized  by  title  IV  of  the  Federal  Mine  Safety  and  Health 
Act  of  1977,  which  provides  for  payment  of  monthly  cash  benefits  to  coal  miners  who 
are  totally  disabled  because  of  pneumoconiosis,  commonly  referred  to  as  black  lung 
disease,  and  to  widows  and  certain  other  dependents  of  miners  who  were  entitled  to 
these  benefits  or  whose  deaths  were  due  to  this  disease. 

Responsibility  for  Administration 

The  Social  Security  Administration  is  responsible  for  processing  and  paying  claims  for 
miners  benefits  filed  from  December  30,  1969  through  June  30,  1973  and  claims  for 
survivors  benefits  filed  through  December  31, 1973  or  within  6  months  after  the  death 
of  a  minor  or  widow  already  on  the  beneficiary  rolls  maintained  by  SSA.  SSA  pays 
benefits  and  maintains  the  beneficiary  rolls  for  the  lifetime  of  all  persons  who  filed  with 
SSA  during  its  jurisdiction. 

Since  June  30, 1973  SSA  has  continued  to  take  miners'  clalms-but  as  an  agent  of  the 
Department  of  Labor,  which  is  responsible  for  adjudication  and  payment  of  these 
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claims  and  which  budgets  for  the  benefit  payments  and  administrative  costs  of  the 
program.  Costs  incurred  by  SSA  in  taking  these  claims  are  reimbursed  by  the 
Department  of  Labor. 

The  beneficiary  rolls  for  which  SSA  has  responsibility  will  continue  to  decline  gradually 
in  years  to  come  as  a  result  of  the  death  of  miners  and  the  death  or  reman-iage  of 
widows.  At  the  midpoint  of  FY  1992,  an  estimated  191,000  beneficiaries  will  be 
receiving  monthly  benerits.  This  is  a  decrease  of  15,000  from  the  estimated 
206,000  beneficiaries  who  will  be  receiving  payments  at  the  midpoint  of  FY  1991. 

gxplgngtlpn  pf  ChSPgg 

The  FY  1992  request  for  benefit  payments  Is  $81 3,000,000--$24,51 0,845  less  than  the 
FY  1991  level.  The  year-to-year  decrease  in  the  appropriation  request  is  due  primarily 
to  the  continuing  decline  in  the  beneficiary  population.  The  President's  budget 
includes  a  benefit  increase  of  4.1  percent  In  January  1991  and  a  projected  4.2  percent 
benefit  increase  in  January  1992.  These  increases  are  determined  by  pay  Increases 
for  Federal  civilian  employees. 

The  decrease  In  total  benefits  Is  due  to  a  reduction  of  $56,000,000  for  the  lower 
number  of  black  lung  beneficiaries  and  a  reduction  of  $1,000,000  for  slightly  lower 
average  monthly  payments  for  beneficiaries  in  current  pay.  This  Is  partially  offset  by  an 
increase  of  $29,000,00  which  results  from  the  effect  of  the  January  1991  and 
January  1992  benefit  increases  of  4.1  percent  and  4.2  percent  respectively,  and  an 
Increase  of  $3,489,155  which  results  from  full  use  of  unobligated  balances  during 
FY  1991. 

Our  budget  request  of  $7,336,000  for  FY  1992  black  lung  administrative  expenses  is 
$255,000  higher  than  the  current  estimate  for  FY  1991.  The  increase  is  attributable  to 
the  full  year  effect  of  the  4.1  percent  Federal  pay  raise  In  January  1991 
and  the  effect  of  the  assumed  4.2  percent  Federal  pay  raise  In  January  1992. 
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Advanpg  Apprpprl^tlpn 


The  budget  request  includes  an  advance  appropriation  of  $198,000,000  for  the  first 
quarter  of  FY  1993.  This  request  ensures  that  benefit  payments  will  continue  without 
Interruption  into  the  next  fiscal  year. 

Supplemental  Security  Income 

The  Supplemental  Security  Income  (SSI)  appropriation  provides  funds  for  direct  cash 
assistance  to  eligible  aged,  blind  and  disabled  recipients  to  help  finance  their  basic 
needs.  The  appropriation  request  for  fiscal  year  (FY)  1992  Is  $13,926,491,000  In 
addition  to  the  $3,550,000,000  already  appropriated  for  the  first  quarter  of  FY  1992, 
bringing  the  total  appropriation  to  $17,476,491,000.  This  includes  $16,105,000,000  for 
Federal  benefits  to  aged,  blind  and  disabled  recipients;  $39,100,000  for  beneficiary 
rehabilitation  services;  $1,321,391,000  for  payment  to  the  trust  funds  and  $11,000,000 
for  research  and  demonstration  projects. 

We  are  requesting  an  advance  appropriation  of  $5,240,000,000  for  the  first  quarter  of 
FY  1993  to  ensure  that  beneficiaries  vAW  continue  to  receive  benefits  during  the  first 
quarter  of  FY  1993  in  the  event  of  a  funding  hiatus. 

-       :  Federal  Benefit  Payments 

The  SSI  program  ensures  a  minimum  monthly  level  of  income  to  eligible  aged,  blind 
and  disabled  individuals.  An  individual's  income,  resources  and  living  arrangements 
are  evaluated  In  computing  the  actual  amount  of  SSI  payment.  Payments  are 
delivered  through  monthly  benefit  checks. 

The  average  number  of  Federal  SSI  recipients  is  expected  to  increase  about 

4.1  percent  from  4,451,000  in  FY  1991  to  4,634,000  In  FY  1992  due  primarily  to  an 

increase  In  the  number  of  blind  and  disabled  SSI  recipients. 
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The  FY  1992  request  for  Federal  benefit  payments  is  $16,105,000,CXX),  which  is  about 
$80,000,000  less  than  the  FY  1991  appropriation.  The  decrease  represents  the  net 
effect  of  several  major  factors.  We  will  pay  more  In  SSI  benefits  to  recipients  in 
FY  1992  than  in  FY  1991,  because  of  the  increase  in  the  number  of  recipients  and 
because  of  the  cost-of-living  adjustments  (5.4  percent  In  January  1991  and  5.2  percent 
In  January  1992).  However,  these  increases  are  more  than  offset  by  the  one-time 
increases  In  FY  1991  for  retroactive  benefit  payments  for  eligible  class  members  In  the 
Sullivan  v.  Zebley  court  decision  and  the  accounting  adjustment  necessary  to  "buy  out" 
outstanding  uncollected  overpayments. 

Beneficiary  Services 

This  activity  provides  funds  for  two  purposes:  for  reimbursement  to  State  vocational  ^, 
rehabilitation  agencies  for  cost-beneficial  rehabilitations  of  SSI  recipients;  and  for 
contracts  with  governmental  and  private  agencies  to  refer  SSI  recipients  with  drug  or 
alcohol  dependency  to  treatment  programs  and  to  monitor  their  participation  In  those 
programs.  For  FY  1992  we  are  requesting  $39,100,000  for  this  activity:  $35,100,000 
for  vocational  rehabilitation  and  $4,000,000  for  dmg  addict  and  alcoholic  referral  and 
monitoring. 

Pgymgnt  tp  thg  Jm\  FMHtf? 

The  SSI  and  Social  Security  programs  are  administered  on  an  integrated  basis  for 
purposes  of  economy  and  efficiency.  The  Social  Security  Act  authorizes  advances 
from  the  Social  Security  trust  funds  to  pay  the  administrative  costs  of  the  SSI  program 
through  the  Limitation  on  Administrative  Expenses  account.  The  advances  are  fully 
repaid  from  the  SSI  appropriation  by  the  end  of  the  subsequent  fiscal  year.  SSA 
maintains  a  detailed  cost  allocation  system,  which  has  been  audited  by  the  General 
Accounting  Office,  to  ensure  that  the  trust  funds  are  made  whole  (with  interest,  if 
appropriate)  for  the  administrative  expenses  of  the  SSI  program.  The  FY  1992  request 
for  this  activity  Is  $1,321,391,000.  The  $1,183,378,000  appropriated  for  this  activity 
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in  FY  1991  does  not  Include  funds  to  reimburse  the  trust  funds  for  the  administrative  | 
cost  of  implementing  the  Sullivan  v.  Zebley  court  decision.  We  are  requesting  a 
supplemental  appropriation  of  $232,000,000  for  FY  1991  for  full  reimbursement  to  the  | 
tnjst  funds  for  these  costs.  The  supplemental  request  Is  discussed  in  a  separate 
statement. 

^  *  " -^^^     Research  and  Demonstration  Projects 

This  activity  funds  title  11  and  title  XVI  research  and  demonstration  projects  authorized 
by  sections  1110  and  1 1 15  of  the  Social  Security  Act.  The  FY  1992  request  for  this 
activity  is  $11,000,000,  primarily  to  help  fund  our  "Project  NetWork"  ($6,900,000),  which 
will  test  a  case  management  approach  to  assisting  disability  clients  to  return  to  worl<, 
and  for  SSI  outreach  projects  ($3,000,000). 

Advance  Appropriation 

The  budget  request  includes  an  advance  appropriation  of  $5,240,000,000  for  the  first 
quarter  of  FY  1993.  This  request,  which  includes  funds  to  pay  4  months  of  benefits  in 
the  first  quarter  of  FY  1993  compared  to  funds  to  pay  3  months  of  benefits  in  the  first 
quarter  of  FY  1992,  Insures  that  benefit  payments  will  continue  without  interruption  into 
the  next  fiscal  year. 

Limitation  on  Administrative  Expenses 

■  ■   _     ■  ■  i. 

The  Limitation  on  Administrative  Expenses  Is  a  request  for  authority  to  spend  up  to 
$4,532,000,000  In  fiscal  year  (FY)  1992  from  the  trust  funds  for  administrative  expenses 
of  the  Social  Security  Administration  (SSA).  From  this  account,  SSA  pays  for 
administration  of  the  old-age  and  survivors  and  disability  Insurance  programs,  the 
supplemental  security  Income  (SSI)  program  for  the  aged,  blind  and  disabled. 
Medicare  work  performed  by  SSA  and  certain  other  work.  For  reasons  of  economy  | 
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and  efficiency,  SSA  has  integrated  administration  of  both  trust  fund  and  some  nontrust 
fund  programs.  The  Social  Security  Act  authorizes  payment  of  SSI  and  certain  other 
nontrust  fund  administrative  expenses  from  this  account,  with  full  reimbursement  from 
general  funds  in  other  accounts. 

Included  in  the  $4,532  million  request  are: 

$3,354  million  for  regular  SSA  salaries  and  expenses, 

$260  million  for  automated  data  processing  and  telecommunications 

activities,  • 

$868  million  for  the  Disability  State  Agencies,  and 

$50  million  for  a  contingency  reserve  which  can  be  used  to  fund  the 

processing  of  workloads  not  anticipated  In  budget  estimates. 

These  amounts  exclude  the  resources  required  to  process  workloads  related  to  the 
Sullivan  v.  Zebley  Supreme  Court  decision  for  which  the  President  has  submitted  a 
FY  1991  supplemental  budget  request.  The  supplemental  budget  requests  are 
addressed  in  a  separate  statement. 

Federal  ggigrigg  gnd  ^pgnggs 

The  budget  request  for  this  element  of  the  LAE  account  is  driven  primarily  by  the  costs 
associated  with  supporting  the  staffing  levels  needed  to  process  projected  workloads. 
This  account  will  fund  63,730  full-time  equivalents  (PTEs)  in  FY  1992,  an  increase  of 
758  PTEs  from  the  amount  cun-ently  funded  for  FY  1991.  Projected  workyear 
requirements  take  into  account  the  volume  of  work  SSA  expects  to  process  In 
fiscal  years  1991  and  1992,  as  well  as  the  productivity  already  achieved  by  SSA's 
workforce  and  additional  management,  procedural  and  automation  improvements 
which  will  affect  the  time  it  takes  to  process  work  In  FY  1991  and  FY  1992. 

To  determine  our  workyear  requirements,  we  analyze  the  time  it  actually  took  to 
process  each  of  our  workloads  in  the  past  year,  as  well  as  review  planned  changes  for 
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the  future.  Some  of  the  factors  evaluated  include  systems  enhancements,  procedural 
simplifications,  mix  of  work,  changing  training  needs  and  employee  productivity.  After 
all  adjustments  to  the  actual  time  are  completed,  the  resulting  time,  which  represent 
the  time  it  should  take  to  process  each  of  our  workloads  In  the  budget  year,  Is  used 
for  projecting  workyear  requirements  and  for  overall  SSA  workforce  planning. 

To  achieve  Its  overall  workyear  needs,  SSA  relies  on  a  mix  of  PTEs,  nonceiling 
employment  and  overtime  workyears.  In  FY  1992,  In  addition  to  63,730  PTEs,  we  plan 
to  use  625  workyears  of  nonceiling  employment  (principally  summer  youth 
employment),  and  1,002  workyears  of  overtime. 

SSA's  FTE/workyear  needs  increase  in  FY  1992  due  to  the  following  major  factors: 

Normal  year-to-year  growth  in  numbers  of  beneficiaries  and  claims  due  to 
demographic  factors.         .  ■.  v 

Grovtrth  in  the  numbers  of  Dl  and  SSI  blind  and  disabled  beneficiaries  and 
)      claims  based  on  recent  trends. 

•  The  impact  of  new  disability  regulations  on  SSI  claims  workloads  and 
:  _  beneficiaries. 

•  Workloads  related  to  implementing  the  provisions  of  the  Omnibus  Budget 
Reconciliation  Act  of  1990. 

Funding  for  Federal  salaries  and  related  costs  required  to  process  budgeted 
workloads  (exclusive  of  one-time  work  associated      the  Zebley  court  decision) 
increases  from  FY  1991  to  FY  1992  by  $345  million.  The  increase  Is  due  primarily  to 
the  following: 

Mandatory  payroll  cost  increases.  More  than  half  of  the  increase  for 
Federal  salaries  and  expenses  is  related  to  mandatory  costs  which  must 
be  paid  in  order  to  maintain  current  staffing  which  is  needed  to  process 
our  workloads.  These  costs  include  periodic  step  increases  and 
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promotions,  the  annualized  effect  of  the  January  1991  Federal  pay  raise 
and  the  effect  of  the  pay  raise  projected  for  January  1992,  and  the  effect  of 
recently  enacted  Federal  pay  reform  legislation. 

Additional  staffing  necessary  to  help  SSA  process  some  of  the  increases  in 
SSI  and  Social  Security  disability  workloads  and  the  increased  workloads 
related  to  Reconciliation  legislation. 

Higher  space  rental  costs  due  to  General  Services  Administration  rate 
increases,  and  the  full-year  effect  of  the  1991  postage  rate  increase. 
Building  services,  including  critically  needed  building  repairs  and 
maintenance  to  prevent  further  deterioration  of  SSA's  facilities. 
Improvements  necessary  to  ensure  employee  health  and  safety  In  SSA's 
facilities. 

Replenishing  near-depleted  inventories  of  essential  supplies. 

Disability  State  Agencies  s-:  - 

The  budget  request  includes  $868  million  for  the  Disability  State  Agencies  in  FY  1992. 
Exclusive  of  Zebley  related  work,  the  budget  estimate  of  State  agency  workloads  to  be 
processed  in  FY  1992  increases  by  87,200  cases  or  4  percent.  Nationwide,  State  - 
agencies  have  made  significant  productivity  improvements  in  recent  years.  The 
funding  necessary  to  provide  support  to  the  State  agencies  Increases  from  FY  1991  to 
FY  1992  by  $68  million  primarily  due  to: 

Increased  costs  associated  with  the  significant  growth  that  is  expected  in 

disability  workloads  and  the  additional  cases  we  will  process. 

Increased  mandatory  payroll  costs. 

Increased  medical  costs. 

Increases  in  other  costs  (rent,  space,  etc.),  primarily  for  ADP  Investments 
to  provide  the  automated  tools  needed  to  absorb  future  workload  growth 
and  further  Improve  productivity  and  quality. 
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Changes  in  production  rates  due  to: 

-  Increased  training  requirements  related  to  Implementation  of  new 
disability  regulations; 

-  Added  complexity  of  processing  childhood  cases  under  new 
regulations;  and 

-  Greater  emphasis  on  Improving  the  quality  of  disability  determinations. 
Automated  Data  Processing  (ADP)  and  Telecommunications 

SSA  expects  to  obligate  about  $205  million  In  FY  1991  and  $260  million  In  FY  1992  for 
the  lease  and  purchase  of  ADP  and  telecommunications  hardware  and  software, 
related  contractual  services,  and  usage  and  maintenance  of  telephone  systems. 
Beginning  with  FY  1989,  ITS  expenses  are  funded  on  an  annual  basis  like  the  balance 
of  the  LAE  account.  Thus,  no  funds  can  be  carried  over  Into  future  years  from  ITS 
monies  appropriated  after  FY  1988. 

For  FY  1992,  SSA  requests  $260  million  for  ADP  and  telecommunications  funding,  of 
which  approximately  $189  million  will  be  used  to  fund  ongoing  operations  and 
maintenance.  A  large  part  of  the  FY  1992  ITS  Increase  relates  to  Increased  costs  for 
maintaining  ongoing  ADP/telecommunications  activity  necessary  to  continue  current 
levels  of  service.  Also  Included  In  this  Increase  are  funds  to  repair  or  upgrade 
equipment  that  has  become  outdated,  unreliable  or  costly  to  maintain;  and  additional 
Investments  above  maintenance  of  current  operations.  In  order  to  enhance 
performance  and  improve  productivity.  These  enhancements  Include: 

•  Further  automation  and  modernization  of  the  Agency's  programmatic 
software,  to  build  on  software  Improvements  already  achieved  and  to  assure 
r'     that  SSA  employees  can  keep  up  with  growing  workloads  and  process 
applications  In  a  more  timely  and  accurate  manner; 
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•  "800"  number  Improvements  to  permit  SSA  to  handle  more  calls  with  available 
teleservice  representatives,  thus  reducing  busy  rates  and  providing  better 
public  access  to  SSA; 

•  Ensuring  adequate  computer  capacity  to  meet  growing  beneficiary  workloads 
and  increased  online  transaction  volumes; 

•  Modernization  of  SSA's  core  accounting  system  so  that  better  financial 
management  and  use  of  fiscal  resources  can  be  achieved;  and 

•  Investments  in  office  automation,  to  give  SSA  employees  the  tools  they  need 
to  do  their  jobs  effectively  and  to  enable  them  to  meet  the  demands  of  - 
growing  workloads  in  the  future. 

Limitation  on  Administrative  Expenses 
and 

Supplemental  Security  Income 
Iptrpdygtipn 

Mr.  Chairman  and  members  of  the  Committee,  I  am  pleased  to  be  here  today  to 
present  the  supplemental  appropriation  requests  of  the  Social  Security  Administration 
for  fiscal  year  1991  for  the  Limitation  on  Administrative  Expenses  and  for  the 
Supplemental  Security  Income  account.  These  requests  are  necessary  to  provide 
administrative  resources  v/ith  which  to  carry  out  the  additional  work  required  as  a 
result  of  the  Supreme  Court  decision  in  Sullivan  v.  Zebley.  Funds  were  not  included  in 
the  regular  appropriations  for  this  purpose,  and  the  regular  appropriations  are  not 
large  enough  to  absorb  tiie  additional  wori<. 

The  request  for  tiie  Limitation  on  Administrative  Expenses  is  for  $232,000,000  from  the 
Social  Security  trust  funds  to  finance  directiy  the  work  required  by  the  Supreme  Court 
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decision.  The  request  for  the  Supplemental  Security  Income  (SSI)  account  is  for 
$232,000,000  to  reimburse  the  trust  funds  from  general  revenues,  as  provided  by  law, 
for  the  cost  of  this  work.  We  are  requesting  that  the  funds  remain  available  through 
September  30, 1993. 

Background  on  Sullivan  v.  Zebley 

On  February  20, 1990,  the  Supreme  Court  affimried  the  Court  of  Appeals  decision  in 
the  class  action  of  Sullivan  v.  Zebley,  ruling  that  SSA's  regulations  Implementing  the 
law  for  evaluating  disability  in  children  did  not  reflect  Congressional  intent.  This  ruling 
required  us  to  rewrite  our  regulations  so  that  we  take  into  account  the  functional 
limitations  of  a  child  when  determining  the  severity  of  the  child's  Impairment,  in  order  to 
decide  whether  the  child  is  disabled  for  the  purpose  of  establishing  eligibility  for  SSI 
benefits.  Using  these  new  regulations,  which  were  published  In  the  Federal  Register 
on  February  11,  1991,  we  must  reevaluate  thousands  of  childhood  disability  claims 
which  have  been  denied  because  we  did  not  consider  these  functional  limitations.  The 
funds  requested  In  these  supplemental  appropriations  will  provide  resources  to  carry 
out  these  reevaluations.  ^ 

The  SSI  benefit  costs  resulting  from  the  Zebley  case  have  been  included  In  the  regular 
appropriation  estimates  for  the  SSI  program.  We  expect  that  retroactive  benefits  to 
those  who  are  found  eligible  may  total  some  $1.4  billion,  while  ongoing  monthly 
payments  will  cost  several  hundred  million  dollars  a  year. 

Workloads  to  be  Processed 

Under  the  Zebley  ruling,  SSA  will  need  to  carry  out  the  following  work: 


f^ake  a  new  disability  determination  for  Zebley  class  members  who  request  one; 
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Obtain  information  about  tlie  income  and  resources  of  those  Zebley  class 
members  who  are  determined  to  be  disabled,  and  make  a  determination  as  to 
whether  they  meet  the  means  test  of  the  SSI  program; 

Reevaluate  the  new  disability  determinations  of  those  class  members  who  are 
denied  and  who  appeal  the  new  decision;  and 


Using  the  newly  published  regulations,  reevaluate  all  childhood  disability  claims 
that  we  have  denied  under  the  interim  standards  for  determining  childhood 
disability,  which  we  put  into  place  after  the  Supreme  Court  decision. 


Although  the  district  court  has  yet  to  rule  on  the  effective  date  of  class  relief  for  the 
Zeb!ey  case,  we  have  based  our  estimates  for  these  appropriation  requests  on  the 
assumption  that  nationwide  class  relief  will  go  back  to  January  1980.  Under  this 
assumption,  SSA  would  expect  to  make  new  disability  determinations  for  ' 
237,000  Zebley  class  members  and  to  reevaluate  60,000  childhood  disability  claims 
denied  sir73  the  Supreme  Court  decision. 

Under  current  processing  assumptions,  the  entire  workload  resulting  from  the  Zebley 
case  will  require  about  1,800  Federal  workyears  and  $232  million,  including 
$120  million  for  the  State  Disability  Determination  Services.  We  expect  to  begin 
processing  these  claims  in  the  spring  of  1991,  and  that  we  will  completely  finish  all  the 
work,  including  administrative  appeals,  within  about  three  years.  To  provide  SSA  with 
flexibility  in  processing  these  anticipated  workloads,  the  timing  of  which  cannot  be 
pinpointed,  we  are  requesting  that  these  supplemental  funds  remain  available  until  the 
end  of  FY  1993.  Costs  for  start-up  and  planning  activities  Incurred  prior  to  enactment 
of  the  supplemental  will  be  charged  back  to  the  supplemental. 
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Relationship  of  the  Supplementat  Security  Income  account 
and  the  Limitation  on  Administrative  Expenses 


SSA  administers  the  Social  Security  trust  fund  programs  and  the  SSI  program  on  an 
Integrated  basis  for  the  purposes  of  economy  and  efficiency.  The  Social  Security  Act 
authorizes  advances  from  the  Social  Security  trust  funds  to  pay  the  administrative 
costs  of  the  SSI  program  through  the  Limitation  on  Administrative  Expenses.  The 
advances  are  fully  repaid  from  the  SSI  appropriation.  Thus,  we  are  requesting  a 
supplemental  for  the  Limitation  on  Administrative  Expenses  to  carry  out  the  SSI  work 
related  to  the  Zebley  case,  and  we  are  requesting  a  supplemental  for  the  SSI  account 
in  order  to  reimburse  the  trust  funds  for  the  cost  of  this  work. 


Conclusion 


The  ruling  of  the  Supreme  Court  In  Sullivan  v.  Zebley  mandates  additional  work  for 
SSA,  for  which  no  appropriated  resources  are  available.  Enactment  of  these 
supplementals  will  enable  SSA  to  carry  out  the  work  required  of  It,  and  to  properly 
serve  needy  disabled  children. 


/f      BIOGRAPHICAL  SKETCH  OF  GWENDOLYN  S.  KING 

Gwendolyn  S.  King  was  sworn  in  as  the  11th  Commissioner  of  Social  Security  August  1, 
1989,  by  Health  and  Human  Services  Secretary  Louis  W.  Sullivan,  M.D.    She  was  nominated 
by  President  Bush  on  July  14,  1989,  and  confirmed  by  the  Senate  on  July  26. 

As  Commissioner  of  Social  Security,  she  administers  the  nation's  Social  Security  programs- 
Old  Age  Survivors  Insurance  and  Disability  Insurance— as  well  as  the  means-tested  Supplemental 
Security  Income  Program  for  low-income  elderly,  blind,  and  persons  with  disabilities.  These 
combined  programs  provide  monthly  income  to  more  than  44  million  people  at  an  annual  cost  of 
about  $282  billion. 

Before  taking  the  top  post  in  the  Social  Security  Administration,  Mrs.  King  had  worked  since 
April  1988  as  Executive  Vice  President  of  the  Washington  firm  of  Gogol  and  Associates. 

Mrs.  King  is  a  veteran  of  White  House,  Capitol  Hill,  Federal  and  State  government  service. 
From  1986  to  1988,  Mrs.  King  served  as  Deputy  Assistant  to  the  President  and  Director  of  the 
Office  in  Intergovernmental  Affairs  at  the  White  House.    In  that  capacity,  Mrs.  King  had  the 

rimary  responsibility  of  working  with  the  nation's  governors,  mayors,  and  State  legislators  to 

eep  the  White  House  lines  of  communication  open  to  elected  officials. 

While  on  the  President's  staff,  Mrs.  King  was  appointed  to  the  additional  posts  of 
Commissioner,  Advisory  Commission  on  Intergovernmental  Relations;  Member,  Interagency 
Committee  on  Women's  Business  Enterprise;  and  Director,  White  House  Task  Force  on 
Puerto  Rico.    Three  months  after  her  departure  from  the  White  House,  the  President  nominated 
her  to  membership  on  the  board  for  International  Food  and  Agricultural  Development. 

Mrs.  King  was  appointed  in  1979  by  newly  elected  Governor  Dick  Thornburgh  to  direct 
Pennsylvania's  first  full-time,  professionally  staffed  Washington,  D.C.  office,  a  cabinet  level 
position  she  held  until  April  1986. 
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From  1978  through  1979,  Mrs.  King  served  as  senior  legislative  assistant  to  U.S.  Senator 
John  Heinz,  R-Pa.,  and  advised  the  senator  on  aging,  education,  health,  human  rights,  and 
environmental  issues.    She  also  was  the  principal  staff  person  for  the  senator  on  health  care 
finance  (Medicare  and  Medicaid),  Social  Security,  and  disability  matters  before  the  Senate  Finance 
Committee. 

During  1976-1978,  Mrs.  King  was  director  of  the  newly  established  Division  of  Consumer 
Complaints  at  the  U.S.  Department  of  Housing  and  Urban  Development. 

From  September  1971  to  March  1976,  Mrs.  King  was  with  the  U.S.  Department  of  Health, 
Education,  and  Welfare  where  her  duties  included  coordinating  health  policy  matters  for 
then-Secretary  Casper  Weinberger. 

A  cum  laude  graduate  of  Howard  University  in  1962,  she  taught  school  in  Niagara  Falls, 
New  York,  and  Washington,  D.C.,  before  doing  graduate  study  in  public  administration 
(1972-1974)  at  the  George  Washington  University  and  starting  her  18-year  career  in  public 
service^  In  June  1990,  she  was  awarded  an  honorary  doctorate  of  public  service  degree  by  the 
University  of  Maryland,  Baltimore  County.    Her  other  awards  include— the  1990  Drum  Major 
for  Justice  Award  from  the  Southern  Christian  Leadership  Conference,  the  1990  Denver  Urban 
League  Special  Recognition  Award,  and  the  1991  Howard  Urtiversity  Alumni  Award  for 
Postgraduate  Achievement. 

Mrs.  King  was  born  in  East  Orange,  New  Jersey,  and  now  makes  her  home  in 
Washington,  D.C.    She  is  married  and  has  three  children. 


BIOGRAPHICAL  SKETCH  OF  LOUIS  D.  ENOFF 

Position  Deputy  Conmissioner  for  Programs 

Office  of  the  Caimissioner 
Social  Security  Administration 
Department  of  Health  &  Human  Services 
May  1983  to  present 

Former  Positions  Deputy  to  the  Deputy  Ccamrissioner ,  Programs 

Office  of  the  Commissioner 
Septesnber  1981  to  May  1983 

Acting  Deputy  Associate  Commissioner 
Office  of  Management,  Budget  &  Personnel 
May  1980  to  September  1981 

Director,  Office  of  Human  Resources,  OMBP 
January  1979  to  April  1980 

Deputy  Regional  Conmissioner,  Philadelphia 
1977  to  1979 

Selected  for  the  Management  Intern  Program 
in  1966  and  held  several  successively 
responsible  positions  including  a  posi- 
tion as  Deputy  Assistant  Bureau  Director 
in  SSI  and  as  Acting  Assistant  Bureau 
Director,  Administration  &  Appraisal,  BDI 

Claims  Examiner,  BDI 
1964  to  1966 

Honors  In  1971,  1981  and  1982  was  awarded 

SSA  Conmissioner '  s  Citation 

In  1983,  was  the  recipient  of  the 
Presidential  Rank  Award  of  Distinguished 
Executive. 

In  1984,  1985,  1986  and  1987,  was  awarded 
bonuses  for  outstanding  performance 
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Education 


Rersonal 


Graduate  of  West  Virgima  University  and 
received  a  Master's  Degree  from  George 
Washington  University 

Wife,  Dianna,  and  their  three  children, 
Dan,  Marsha  and  Tcjnny,  now  reside  in 
Sykesville,  Maryland 


BIOGRAPHICAL  SKETCH  OF  JOHN  ROBERT  DYER 

John  Dyer  currently  is  the  Deputy  Commissioner  for  Finance, 
Assessment  and  Management  in  the  Social  Security  Administration 
(SSA) ,  Department  of  Health  and  Human  Services  (HHS) .     He  is 
responsible  for  providing  executive  leadership  and  direction  with 
respect  to  SSA  financial,  program  assessment  and  administrative 
service  activities.     Mr.  Dyer  recommends,  negotiates  and 
implements  actions  to  ensure  that  SSA's  full  range  of  program  and 
management  services  are  effectively  and  efficiently  administered. 
He  is  the  key  official  who  participates  with  the  Commissioner  in 
developing  budgetary  and  fiscal  policies  for  the  Agency  and  in 
carrying  out  the  full  range  of  management  responsibilities  and 
acts  with  full  authority,  when  designated,  over  the  total  work  of 
the  Administration  during  the  Commissioner's  absence  or 
unavailability.     SSA  has  about  65,000  employees  located  in 
offices  throughout  the  country  and  is  responsible  for 
administering  programs  having  a  projected  budget  for  fiscal  year 
1991  of  almost  $300  billion.    Mr.  Dyer  recently  received  the  1990 
Presidential  Meritorious  Rank  Award. 

Mr.  Dyer  previously  worked  for  the  Health  Care  Financing 
Administration  (HCFA) ,  HHS,  as  the  Director  of  the  Office  of 
Management  and  Budget  from  June  1984  to  March  1988.     He  was 
responsible  for  the  budget,  personnel  and  management  systems  in 
the  Agency.     HCFA  has  4,000  employees  located  in  12  metropolitan 
areas  and  is  responsible  for  the  $100  billion  Medicare  and 
Medicaid  Programs.  - 

Mr.  Dyer  has  also  worked  for  the  Office  of  Management  and  Budget 
(0MB)  in  the  Executive  Office  of  the  President  from  1973  to  1984. 
Mr.  Dyer  held  thfe  position  of  budget  examiner  for  health  and 
environmental  related  programs  until  1980.    He  became  a  member  of 
the  Senior  Executive  Service  in  1981  and  headed  the  0MB  unit  that 
had  budget  oversight  over  the  Department  of  Commerce  and  the 
Small  Business  Administration.    The  budget  and  policy  areas  for 
which  he  was  last  responsible  at  0MB  included:  economic 
development,  "industrial"  and  trade  policy,  environmental 
satellites  and  weather  science  programs,  minority  and  small 
business,  general  government  statistics  programs,  and  ocean 
natural  resource  management. 

Mr.  Dyer  has  also  held  positions  in  health  affairs  in  HHS  and 
Office  of  Economic  Opportunity  from  1972-1973.    He  was  a 
Psychiatric  Child  Care  Worker  at  Children's  Psychiatric  Hospital, 
Ann  Arbor,  Michigan  (1970-1971). 

Mr.  Dyer  has  a  Master's  Degree  in  Public  Health  (1972)  from  the 
University  of  Michigan  and  Bachelor's  Degree  (1969)  from  the 
University  of  Notre  Dame,  South  Bend,  Indiana. 
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USE  OF  CONTINGENCY  RESERVE 

Senator  Harkin.  Thank  you  very  much,  Mrs.  King. 
Senator  Bumpers.  Mr.  Chairman,  I  am  going  to  have  to  leave  for 
a  pretty  important  hearing,  would  you  yield  to  me  for  2  minutes. 
Senator  Harkin.  I  sure  will  Senator  Bumpers. 
Senator  Bumpers.  I  appreciate  that. 

Mrs.  King,  first  of  all,  what  have  you  heard  from  0MB  about  the 
$146  million  contingency? 

Mrs.  King.  I  received  a  call  the  day  before  yesterday.  Senator 
Bumpers,  which  led  me  to  believe  that  our  request  is  being  favor- 
ably considered.  In  addition,  when  Mr.  Darman  was  testifying  the 
other  day  before  the  House  Ways  and  Means  Committee,  he  made 
it  clear  that  he  was  in  support  of  the  effort  to  provide  funding. 

In  fact,  I  believe  we  can  anticipate  that,  if  there  is  quick  resolu- 
tion of  our  supplemental  request,  the  administration,  including 
0MB,  will  support  it.  If  not,  we  are  being  assured  that  we  can  ex- 
pect release  of  contingency  fund  moneys  in  very  short  order. 

Senator  Bumpers.  Well,  you  are  in  good  company.  Just  about 
every  U.S.  Senator,  from  Senator  Harkin  to  me  on  down,  has  sent 
a  letter  to  Mr.  Darman  strongly  urging  the  release  of  these  funds. 

Mrs.  King.  Senator,  you  are  looking  at  the  most  appreciative  So- 
cial Security  Commissioner  you  are  ever  going  to  find. 

disability  workloads 

Senator  Bumpers.  You  anticipate  94,000  backlog  cases  on  dis- 
ability in  1990,  correct? 
Mrs.  King.  That  is  about  right. 

Senator  Bumpers.  And  do  you  expect  that  to  climb  again?  Now, 
is  that  because  of  the  Zebley  decision  or  is  that  yet  to  hit  us? 

Mrs.  King.  No;  that  is  outside  of  the  Zebley  decision.  Remember, 
the  Zebley  decision  is  only  going  to  deal  with  cases  in  the  class. 

Senator  Bumpers.  Of  children  who  are  being  reevaluated? 

Mrs.  King.  That  is  exactly  right.  But  what  we  are  anticipating 
with  the  publication  of  our  recent  regulation,  is  that  we  will  con- 
tinue to  get  new  cases  which  will  continue  to  increase  our  work- 
load. 

Senator  Bumpers.  So  you  think  next  year  when  you  come  back 
here,  instead  of  395,000  cases  pending,  you  are  going  to  have 
553,000. 

Mrs.  King.  The  number  you  see  there.  Senator,  reflects  what  will 
be  the  case  if  we  do  not  get  release  of  the  contingency  funds  this 
year. 

Senator  Bumpers.  This  is^  in  the  event  you  do  not  get  those  con- 
tingency funds? 

Mrs.  King.  That  is  exactly  right.  That  553,000  will  be  fact.  And 
what  is  not  shown  there  is  that,  instead  of  approximately  3  months 
for  us  to  handle  a  claim,  that  processing  time  will  almost  double. 

Senator  Bumpers.  To  6  months. 

Mrs.  King.  To  about  6  months  at  the  end  of  fiscal  year  1992. 
Senator  Bumpers.  And  they  get  nothing  during  that  6-month  pe- 
riod, right? 
Mrs.  King.  That  is  true.  Senator. 
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Senator  Bumpers.  The  applicant  gets  nothing  during  that  6 
months,  no  matter  how  desperate  he  or  she  may  be,  they  get  noth- 
ing during  that  6  months? 

Mrs.  K5^G.  The  Senator  is  correct. 

Senator  Bumpers.  Now,  once  disability  is  allowed,  do  you  then 
go  back  and  give  them  retroactive  benefits? 

Mrs.  King.  We  do,  back  to  the  earliest  entitlement  date  estab- 
lished. 

Senator  Bumpers.  But  they  are  often  pretty  desperate  during 
that  time,  are  they  not? 
Mrs.  Kdig.  Many  of  them  are,  yes. 

telephone  access 

Senator  Bumpers.  Finally,  Mr.  Chairman,  and  I  thank  you  very 
much  for  your  generosity  in  accommodating  me  on  this. 

We,  on  this  side  of  tne  table,  have  to  take  the  same  heat  you 
take.  Now,  you  take  some  but  I  am  telling  you,  our  lines  burn  up 
all  the  time  over  these  disability  cases  and  the  failure  to  get  a  reso- 
lution of  them. 

And  the  other  thing  is,  and  it  just  blows  my  mind,  that  800  num- 
ber is  still  busy  all  the  time. 

Mrs.  King.  Senator,  you  have  at  once  cited  what  is  somewhat  of 
a  concern  and  somewhat  of  an  absolute  success  story.  But  I  am 
amazed  at  how  quickly  you  were  able  to  pinpoint  both  of  the  prob- 
lems. 

Senator  Bumpers.  Well,  you  got  a  shock  for  every  one  of  my 
questions,  huh?  [Laughter.] 

Mrs.  King.  I  do  not  know  what  else  is  back  there,  but  so  far  you 
are  tracking  100  percent. 

One  of  tne  things  that  has  been  somewhat  distressing  to  me, 
Senator  Bumpers,  and  I  think  it  is  important  to  bring  out  at  this 
point,  is  that  we  have  constantly  focused  on  one  indicator  of  serv- 
ice, busy  rates. 

Follow  me  for  just  a  moment.  If  I  place  a  call  and  I  eet  a  bus^ 
signal  and  then  I  place  a  second  call  to  the  same  numoer  and  it 
is  picked  up,  the  busy  rate  is  50  percent. 

So  while  I  believe  that  our  busy  rates  are  entirely  too  high,  I  be- 
lieve there  are  some  other  indicators  of  service  that  we  ougnt  to  in- 
troduce. And  we  have,  in  fact,  in  a  recent  report  we  submitted  to 
this  committee. 

One  of  them  is  how  accurately  we  answer  th6se  calls.  Another  is 
whether  or  not  we  handle  those  calls  to  completion.  Another  is 
whether  people  are  satisfied  with  the  service  we  provide.  Because 
what  we  now  know,  through  all  of  the  numbers  we  can  amass,  is 
that  we  are  handling  more  calls.  We  handled  200,000  more  calls 
this  February  than  we  did  last  February. 

What  we  do  not  know,  though,  is  of  the  8  million  calls  that  came 
in,  whether  or  not  we  were  able  to  answer  all  of  the  callers.  We 
can  tell  that  8  million  calls  were  placed,  but  we  do  not  know  how 
many  callers  that  represents.  Was  it  4  million  people  calling  twice? 
Was  it  8  million  people  calling  only  once?  In  which  case,  there  were 
many  people  who  were  not  served. 

But  when  we  look  at  how  many  people  have  indicated  they  would 
be  willing  to  do  business  by  telephone  with  us  the  next  time  they 
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have  to  do  business  with  Social  Security,  those  numbers  are  going 
off  the  charts. 

And  so  I  am  encouraged  on  the  one  hand  that  we  are  apparently 
providing  service.  I  am  frustrated  on  the  other  hand  by  the  data 
on  the  charts  before  you,  which  are  accurate  depictions  of  busy 
rates. 

But  again,  there  are  other  things  that  I  think  we  need  to  con- 
tinue to  look  at  as  we  try  to  handle  those  millions  of  calls  that 
come  in  each  and  everv  month.  People  obviously  are  calling  us  be- 
cause they  need  us  and  we  need  to  be  there  for  them. 

PILOT  PROJECTS  TO  IMPROVE  800  NUMBER  SERVICE 

Senator  Bumpers.  You  know,  Mrs.  King,  I  will  just  close  by  say- 
ing that,  if  you  were  to  tell  this  subcommittee,  indeed,  if  you  were 
to  tell  Congress  how  much  money  it  was  going  to  take,  and  how 
many  employees  you  were  going  to  have  to  have  to  promise  us  that, 
like  the  airlines,  they  come  on  and  say,  you  know,  all  lines  are  tied 
up,  please  hang  on.  If  you  would  just  tell  us  what  it  would  cost  to 
do  that,  we  would  be  most  appreciative. 

Mrs.  King.  We  are  doing  it  now  in  pilots,  Senator,  and  I  am  glad 
you  asked  that  one,  too.  We  are  piloting  a  number  of  different  mes- 
sages for  people  who  get  in  queue,  who  line  up,  who  have  open  ac- 
cess, but  will  have  to  wait. 

One  of  those  pilot  messages  says,  you  will  be  taken  in  turn  and 
it  will  be  2  minutes.  And  then  it  will  be  IV2  minutes,  and  the  count 
down  so  that  people  Who  hear  2  minutes  remain  can  tell  whether 
they  have  got  2  minutes  to  hold  on  or  whether  they  should  call 
back. 

We  are  also  piloting  the  technology  where  we  have  some  mes- 
sages prepared  for  questions  we  can  anticipate,  so  that  if  someone 
is  calling  about  a  personal  earnings  and  benefit  estimate  state- 
ment, they  can  press  the  appropriate  number  if  they  have  a  touch 
tone  telephone.  Because  many  thousands  of  people  are  opting  for 
those  automated  messages,  we  can  anticipate  this  enhancement 
will  spare  our  teleservice  operators  from  answering  many  routine 
questions. 

Senator  Bumpers.  Is  it  working,  this  pilot  program? 

Mrs.  King.  It  is  working — although  the  numbers  using  the  re- 
corded messages  are  not  yet  substantial.  But  when  you  think  of 
handling  about  5  million  callers  each  month,  I  think  we  are  on  the 
right  track  anytime  some  500,000  of  them  are  willing  to  take  that 
automated  message  because  we  have  somehow  identified  what  it  is 
they  are  calling  about. 

One  of  the  other  things  I  have  asked  our  people  to  explore  is  a 
way  to  transfer  calls.  If  we  determine  that,  in  order  to  provide  com- 
plete service,  the  caller  needs  to  talk  directly  to  a  local  field  office, 
we  hope  to  be  able  to  transfer  that  call— on  the  spot — to  the  person 
the  caller  needs  to  talk  to.  In  that  way  the  public  would  not  be  in- 
convenienced by  having  to  make  another  call.  Now,  I  understand 
that  is  where  tne  expense  will  come  in. 

My  decisions  will  depend  on  the  recommendations  that  come  to 
me  from  the  committee  looking  at  these  matters.  That  committee 
incidentally  includes  a  number  of  our  regional  commissioners,  be- 
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cause  I  want  to  know  from  their  local  perspective  how  we  need  to 
be  proceeding. 

We  will  be  coming  back  to  you  with  some  recommendations.  We 
are  not  crazy,  Senator.  We  are  not  going  to  come  back  with  over- 
whelming numbers.  But  I  think  it  is  worth  piloting  if  it  is  going 
to  provide  better  service  to  the  people  we  are  both  trying  to  serve. 

Senator  Bumpers.  You  are  not  prepared  to  expand  your  pilot  pro- 
gram yet? 

Mrs.  King.  Well,  we  are  using  as  many,  excuse  the  expression, 
free  pilots  as  we  can.  We  are  encouraged  by  the  number  of  compa- 
nies that  are  willing  to  allow  us  to  test  the  new  technologies.  But 
I  do  not  think  this  is  the  time  to  expand  our  pilots. 

800  NUMBER  CHALLENGES 

Senator  Bumpers.  I  just  want  to  say,  Mrs.  King,  you  have  not 
been  around  long,  but  we  have  been  fighting  this  almost  ever  since 
I  came  to  the  Senate  16  years  ago.  And  it  just  simply — I  do  not 
know  what  to  do. 

What  I  started  to  say  a  moment  ago  is,  if  you  came  here  and  you 
said,  we  have  got  to  have  1,000  new  employees  or  5,000  new  em- 
ployees, and  we  have  got  to  have  another  $200  million  to  install 
new  fiber  optic  equipment  you  would  find  a  receptive  audience.  We 
would  do  almost  anything  to  resolve  this  problem. 

It  is  the  most  frustrating  thing  in  the  world  for  me  to  just  contin- 
ually, no  matter  where  I  go,  nave  people  come  up  to  me  and 
squawk.  One  woman  who  wanted  to  apply  for  Social  Security  tells 
me  that  she  spent  3  weeks  trying  to  get  a  line  open  and  that  sort 
of  thing  and  it  is  

Mrs.  King.  I  know.  Senator,  we  have  people  on  the  phones  from 
7  o'clock  in  the  morning  to  7  o'clock  at  night.  From  a  manager's 
perspective,  since  I  could  not  hire  twice  the  people  that  we  already 
have,  I  have  had  benefit  authorizers  in  our  processing  centers 
equipped  with  telephone  equipment  so  that  during  peak  times  of 
the  day  they  can  pitch  in  and  take  telephone  calls. 

I  think  that  is  where  the  margin  of  200,000  additional  calls  a 
month  is  coming  from.  So  we  are  making  some  progress.  But  there 
is  some  bad  news,  too.  Senator,  and  I  suppose  while  I  have  your 
ear,  I  need  to  share  with  you. 

Because  we  are  now  going  to  have  to  switch  over  in  October  of 
this  year  to  the  FTS  2000  system,  we  are  going  to  be  changing  our 
long  distance  carrier.  So  we  are  no  longer  going  to  be  using  our 
current  carrier  and  we  are  going  to  be  forced  to  change  our  800 
number. 

And  if  you  think  that  is  not  the  reason  that  I  have  got  gray  hair 
right  now,  you  are — I  see  I've  caught  Senator  Harkin's  attention, 
too.  We  are  going  to  have  to  change  that  number  because  that 
number  is  dedicated  to  the  current  long  distance  carrier.  And  when 
we  switch  over  to  FTS  2000  we  are  going  to  get  a  new  long  dis- 
tance carrier  and  our  selection  of  a  number  is  going  to  be  limited 
to  800  numbers  they  have. 

So  already  we  have  begun  the  planning  to  get  the  word  out  to 
the  general  public  about  what  is  happening.  And  we  will  be  putting 
out  a  full  court  press  in  the  last  half  of  this  fiscal  year. 

Senator  Harkin.  Thank  you  very  much.  Commissioner. 
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Senator  Bumpers.  Senator  Harkin,  thank  you  again.  I  appreciate 
that  very  much. 

Senator  Harkin.  Thank  you,  Senator  Bumpers.  Thank  you. 

Let  me  pick  up  on  that.  I  wanted  to  ask  some  more  about  the 
Zebley  decision.  Let  me  pick  up  on  the  800  number.  We  have  been 
hearing  a  lot  about  this. 

I  think  we  have  covered  the  busy  thing  pretty  well.  But  how 
much  money  have  vou  budgeted  for  the  800  telephone  system  in 
both  1991  and  1992?  Do  you  have  any  ready  figures  on  that? 

Mrs.  King.  I  do.  For  fiscal  year  1991,  $149  million.  Fiscal  year 
1992,  $184  million— an  increase  in  total  work-years  of  263  work- 
vears.  So  we  are  putting  quite  a  lot  of  resources  into  the  800  num- 
ber, Mr.  Chairman. 

But  when  you  consider  that  the  800  number  is  handling  any- 
where from  4.5  to  5.5  million  calls  each  month,  that  800  number 
is  taking  a  tremendous  workload  and  handling  matters  on  the  spot. 
According  to  all  the  information  we  have,  including  a  recent  inspec- 
tor general's  report,  we  are  handling  matters  to  tne  satisfaction  of 
the  general  public. 

800  NUMBER  STAFFING 

Senator  Harkin.  The  original  estimate  for  the  800  number  in  fis- 
cal year  1990  was  3,400  work-years.  Last  year  you  said  you  would 
need  about  3,900  for  1991.  In  your  justification,  you  say  you  now 
need  over  4,100  for  fiscal  year  1991  and  nearly  4,400  for  fiscal  year 
1992,  that  increase  you  just  mentioned. 

You  have  asked  for  more  money.  Is  bringing  down  the  busy  rate 
improving  it?  Is  this  money  management?  Is  there  technology  that 
can  help? 

Mrs.  King.  We  are  looking  »at  a  mix,  Mr.  Chairman,  and  your 
question  is  right  to  the  point.  The  4,132  work-years  for  fiscal  year 
1991  include  292  work-years  that  are  not  new  people.  Those  are 
the  benefit  authorizers  that  I  identified  who  are  already  working 
in  our  processing  centers  who  are  pitching  in  in  what  we  call  spike 
units. 

I  mentioned  last  year  when  we  discussed  this,  that  we  have  a 
unique  method  of  job  sharing  at  Social  Security.  Instead  of  two  peo- 
ple doing  one  job,  we  have  one  person  doing  two  jobs. 

Senator  Harkin.  It  sounds  like  you  need  some  more  people. 

Mrs.  King.  Well,  Senator,  the  interesting  thing  about  the  800 
number  is  that  we  have  peak  days  and  what  we  call  regular  days. 
On  regular  days,  the  busy  signal  rate  can  go  from  a  fraction  of  a 
percentage  point  to  anywhere  from  10  to  15  percentage  points. 
Sometimes  higher,  but  very  rarely. 

But  on  those  peak  days — ^which  are  at  the  beginning  of  each 
month  when  the  checks  go  out,  or  the  day  after  a  holiday,  or  almost 
every  Monday  and  Tuesday — ^we  get  a  flood  of  calls.  It  is  only  at 
those  peak  times  that  we  really  do  need  to  have  additional  experi- 
enced people  to  help  answer  the  phones. 

One  of  the  economies  of  scale  we  have  been  able  to  achieve  by 
enlisting  the  support  of  our  benefit  authorizers  is  in  the  fact  that 
they  are  already  trained  professionals  working  in  Social  Security. 
So,  we  do  not  have  to  bring  in  new  people  and  train  them  on  the 
horrendous  procedures  manuals  and  get  them  all  geared  up  to  go. 
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They  are  also  filling  another  need.  We  have  a  very  high  attrition 
rate  in  our  teleservice  centers.  What  we  are  finding  is  we  are  train- 
ing people  and  we  train  them  very  well.  Then  other  agencies,  like 
the  IRS,  come  along  and  snatch  them.  And  so  our  attrition  rate 
continues  to  be  much  higher  than  the  normal  attrition  rate  for  all 
of  Social  Security.  So  we  are  constantly  trying  to  keep  a  steady 
number  of  workers  applied  to  the  800  telephone  number  service. 

Senator  Harkin.  Again,  I  am  not  a  management  expert,  but  it 
seems  to  me  that  if  you  are  taking  people  off  of  a  job  that  they  are 
already  doing,  even  on  these  peak  days,  and  having  them  work 
here,  then  you  are  losing  their  services  someplace  else.  So  you  are 
getting  a  backlog  someplace  else  if  they  are  not  taking  care  of  their 
normal  workloaa  that  they  do.  Unless  they  are  not  fully  occupied 
in  that  other  

Mrs.  King.  Well,  we  are  trying  very  hard  to  manage  the  load  as 
it  comes,  and  to  give  as  much  balance  to  the  entire  workload  across 
the  board  as  we  can.  A  lot  of  our  work,  as  you  know,  is  cyclical. 
But  it  is  awfully  difficult  when  those  calls  start  coming  in  and  peo- 
ple have  concerns  about  their  checks. 

People  do  not  want  to  accept  money  they  do  not  believe  is  theirs. 
So  before  they  cash  that  check,  they  want  to  call  and  see  if  this 
amoimt  is  correct.  That  is  why  we  get  a  lot  of  calls  in  Januarv 
when  the  cost-of-living  adjustment  kicks  in.  Or  in  February,  which 
is  generally  the  second  time  that  check  comes  and  people  think, 
"Fd  better  call  and  double  check." 

So,  we  expect  that  it  is  going  to  level  off  as  it  did  last  year.  You 
can  see  that  the  drop  and  management  techniques  began  to  bring 
busy  rates  down  to  a  respectable  level  during  March,  April,  May, 
and  June.  And  then,  boom,  we  went  back  up  in  October. 

CONVERSION  TO  FTS  2000 

Senator  Harkin.  Then  let  me  ask  you  about  the  status  of  switch- 
ing the  800  service  to  FTS  2000.  You  mentioned  that  to  Senator 
Bumpers.  What  is  the  status  of  this  right  now? 

Mrs.  King.  As  you  know,  the  law  requires  that  we  cut  over  to 
FTS  2000  on  October  1.  We  have  already  begun  discussions  with 
the  new  carrier.  Our  systems  people  have  laid  out  our  require- 
ments. We  have  been  in  discussion  with  GSA  for  some  time.  We 
hope  that  we  will  be  able  to  make  a  smooth  transition 

We  hoped  at  one  time  that  we  would  be  able  to  keep  our  same 
800  number  for  the  convenience  of  the  millions  of  people  who  call 
us.  But  apparently,  that  is  not  to  be.  And  so  we  are  now  in  the 
process  of- — 

Senator  Harkin.  Excuse  me  for  interrupting.  How  much  more 
would  this  cost  than  the  amoimt  included  in  your  fiscal  year  1992 
budget  request? 

Mrs.  King.  We  have  built  an  additional  $10  million  into  the  fis- 
cal year  1992  budget  request. 

Senator  Harkin.  For  this  switch  over? 
'  Mrs.  King.  For  the  additional  costs  of  the  long  distance  carrier 
service. 

Senator  Harkin.  Wait  a  minute.  We  are  switching  from  800  to 
FTS  2000  and  it  is  going  to  cost  us  more  money? 
Mrs.  IQng.  That  is  correct. 
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Senator  Harkin.  Why  are  we  doing  that? 

Mrs.  King.  Statutorily,  we  are  required  to,  Senator.  The  law  re- 
quires that.  Two  carriers  were  selected  for  the  entire  Federal  Gov- 
ernment, and  all  of  us  have  to  go  with  one  or  the  other.  While  I 
understand  that  the  costs  of  the  carrier  assigned  to  us  are  com- 
parable, some  requirements  that  GSA  has  in  switching  us  over  are 
going  to  amount  to  an  additional  $10  to  $12  million  for  this  agency. 

Senator  Harkin.  Now,  I  am  told  here  that  the  Social  Security 
Achninistration  can  obtain  an  exemption  from  GSA  as  permitted  in 
existing  law.  Or  from  0MB  on  appeal  if  GSA  denies  it.  Have  you 
tried  to  get  an  exemption  for  this? 

Mrs.  KrsG.  I  have,  Mr.  Chairman.  I  have  written  my  request  for 
an  exemption.  In  fact,  I  did  that  not  so  much  because  SSA  had 
been  assigned  another  carrier.  That  did  not  bother  me.  Really,  I 
had  no  indication  of  the  fact  that  it  was  going  to  mean  additional 
costs.  I  assumed,  as  I  am  sure  you  did,  that  if  we  were  going  to 
do  this  thing,  it  was  not  going  to  cost  us  anv  more. 

I  did  it  based  on  my  concern  for  the  millions  of  people  who  call 
us  and  who  are  now  getting  more  and  more  accustomed  to  calling 
our  800  number  and  9ie  mfllions  that  we  have  already  invested  in 
pubhcizing  the  800  number  and  the  best  times  to  call.  The  con- 
venience of  the  public  we  are  trying  to  serve  would,  in  fact,  justify 
our  getting  such  an  exemption.  We  have  not  been  successful  thus 
far. 

Senator  Harkin.  Well,  how  would  a  user  call  up  using  FTS  2000? 
How  would  that  work? 

Mrs.  King.  Well,  it  would  be  a  transparent  distinction  for  users 
as  long  as  they  had  the  correct  telephone  number.  Which  brings  me 
to  another  point. 

As  you  know,  in  telephone  directories  around  the  country,  the 
800  number  is  already  listed  and  we  are  going  to  be  listing  local 
telephone  numbers.  But  the  current  800  telephone  number,  234- 
5SSA,  is  listed  in  every  telephone  directory  in  the  country. 

Senator  Harkin.  That  will  all  have  to  change. 

Mrs.  King.  They  will  all  have  to  change  and  as  you  know,  those 
books  are  published  cyclically,  so  all  that  is  going  to  take  time. 

Senator  Harkln.  And  will  it  be  an  800  number  though? 

Mrs.  King.  It  will  be  an  800,  toll-free  number,  yes.  There  will 
just  be  seven  different  numbers. 

COSTS  AND  SAVINGS  UNDER  FTS  2000 

Senator  Harkin.  Will  there  be  future  cost  savings  to  this? 

Mrs.  King.  I  have  no  way  of  answering  that  question,  but  I  am 
ably  assisted  here  by  the  Deputy  Assistant  Secretary  for  Budget  at 
the  Department,  Dennis  Williams. 

Senator  Harkin.  I  guess  I  do  not  mind  if  there  is  a  $10  million, 
one-time  cost  by  whicn  you  are  going  to  save  millions  on  down  the 
road.  I  would  like  to  know  that.  But  if  we  are  not,  then  what  is 
the  use  of  doing  it? 

Mr.  Williams.  These  questions  are  perhaps  more  properly  di- 
rected to  GSA.  But,  I  think  to  look  at  the  cost  benefit  of  transfer- 
ring to  FTS  2000,  you  really  have  to  look  at  systemwide  costs.  That 
is  to  say,  total  Government  long  distance  calls,  not  just  SSA. 
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'  Any  single  user  may  experience  higher  costs  or  lower  costs.  But 
system wioe,  the  cost  to  the  Government  will  be  lower.  Precisely 
what  those  numbers  are  and  what  the  statistics  are,  one  wovild 
have  to  ask  GSA.  But,  I  do  not  think  you  can  make  an  assessment 
about  what  a  good  idea  FTS  2000  is  just  by  looking  at  one  user. 
You  have  to  really  look  at  Govemmentwide  usage,  Government- 
wide  costs  before  and  after. 

I  think,  in  this  particular  situation,  SSA  had  an  exceptionally 
good  cost  and  by  switching  to  FTS  2000,  SSA  will  experience  some- 
what higher  costs  than  it  does  now,  plus  the  inconvenience  of 
changing  the  number. 

Senator  Harkin.  I  am  sorry.  What  was  your  answer  to  my  ques- 
tion when  I  asked  you  if  you  had  filed  for  an  exemption? 

Mrs.  King.  Yes;  I  did.  I  pursued  the  exemption  process  last  year 
with  HHS  and  GSA  when  I  realized  what  problems  the  change 
could  cause  SSA. 

Senator  Harkin.  What  did  they  say? 

Mrs.  King.  We  did  not  get  a  favorable  response  from  GSA.  We 
have  subsequently  entered  into  a  number  of  discussions,  and  John 
Dyer,  the  Deputy  Commissioner  for  Finance,  Assessment,  and 
Management  was  privy  to  a  couple  of  those. 

Mr.  Dyer.  Basically,  Senator,  they  said  that  under  the  regula- 
tions and  the  rules  they  had,  we  had  to  come  imder  FTS  2000. 
Even  though  the  cost  for  the  800  number  part  of  our  system  would 
go  higher,  they  said  that  was  not  sufficient  basis  for  an  exception. 
Thus,  they  took  the  position  that  Dennis  Williams  just  gave  you, 
which  is,  that  overall  the  cost  to  the  Government  will  come  down. 

In  our  case,  they  go  up  because  of  the  way  they  are  billing  us 
for  800  under  their  levelization  fees  and  what  not. 

Senator  Harkin.  I  believe  this  is  the  biggest  user  of  long  distance 
of  any  agency  in  the  entire  Grovemment. 

Mr.  Dyer.  Yes;  we  will  more  than  double  the  volume  on  FTS 
2000  when  we  come  on  with  our  800  number  calls. 

Senator  Harkin.  Well,  I  do  not  know.  I  will  have  to  take  more 
of  a  look  at  this. 

Mrs.  King.  We  will  be  happy  to  provide  the  chairman  with  any 
information  we  can  that  we  have  got. 
Senator  Harkin.  I  would  like  to  see  any  information  you  have. 

PROCESSING  ZEBLEY  CASES 

Let  me  just  cover  one  more  thine  on  the  Zebley  case.  We  have 
got  $232  million  in  the  supplemental  budget  you  requested.  But  ac- 
cording to  the  budget  justification,  you  only  plan  to  spend  about 
$94  million  in  fiscal  year  1991,  the  balance  not  used  until  1992  and 
1993.  Why  should  we  not  just  give  you  the  $94  million  needed  to 
get  through  fiscal  year  1991,  and  consider  the  rest  in  connection 
with  the  regular  1992  appropriations  bill? 

Mrs.  King.  Mr.  Chairman,  one  of  the  things  we  are  trjdng  to  do, 
very  quickly,  is  to  ensure  that  these  youngsters  with  disabilities 
who  have  already  waited  too  long,  in  my  opinion,  can  be  assured 
that  we  will  begin  to  address  their  cases  and  continue  that  process. 

To  do  that  we  need  to  give  some  assurances,  long  term,  to  our 
State  disability  determination  services  partners  who  are  going  to 
be  doing  the  bulk  of  this  work.  And  we  want  to  make  sure  that  we 


329 

have  got  the  resources  to  carry  the  work  through,  without  interrup- 
tion, so  that  next  year  there  will  not  be  a  break  while  we  have  to 
seek  additional  funding.  The  full  amount  would  enable  a  smooth 
flowing  process. 

What  is  clear,  and  what  I  would  assure  the  chairman  of,  is  that 
this  money,  as  requested,  can  only  be  used  for  that  Zebley  class, 
which  is  going  to  be  determined,  I  understand,  very  shortly  because 
we  are  now  very  close  to  having  closed  the  agreement. 

But  it  is  only  to  be  used  for  that  Zebley  class  so  that  not  all  the 
money  will  be  spent  if,  indeed,  our  projections  for  the  number  of 
people  to  be  served  are  too  high.  It  will  only  be  used  for  that  class. 

We  have  set  up  some  accounting  systems  to  make  sure  that  we 
know  that  the  funding  that  will  come  from  the  supplemental  re- 
quest will  be  used  only  for  Uiose  cases.  And  we  will  certainly  make 
sure  that  the  money  comes  back  to  you  if,  indeed,  we  do  not  need 
to  use  it  all. 

What  we  do  want  is  a  continual  opportimity  to  serve  people.  The 
estimates  that  we  have  given  you  for  what  we  will  use  in  fiscal 
year  1991  and  fiscal  year  1992  are  only  estimates.  If  we  are  more 
successful  than  that,  and  we  are  able  to  readjudicate  those  cases 
more  quickly,  we  want  to  be  able  to  do  that. 

We  know  already,  we  are  going  to  bring  on  additional  adminis- 
trative law  judges.  We  know  the  State  DDS's  will  be  hiring  people. 
We  have  already  begun  the  training  in  all  of  our  regions  to  make 
sure  that  people  know  what  it  is  they  need  to  do.  And  we  are  going 
to  try  and  find  those  youngsters  as  quickly  as  possible. 

My  hope  is  that  we  can  do  it  all  fcefore  fiscal  year  1992.  But  we 
broke  it  out  in  estimates  like  that  and  we  would  like  very  much 
to  have  use  of  those  dollars  through  fiscal  year  1993— just  on  the 
outside  chance  that  it  takes  us  longer  to  find  some  of  the  children 
in  the  class. 

Senator  Harkin.  OK  That  is  really  all  I  have.  Thank  you  very 
much,  Mrs.  King. 
Mrs.  King.  Thank  you,  Mr.  Chairman. 

QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

Senator  Harkin.  There  will  be  some  additional  questions  from 
various  Senators  which  we  will  submit  to  vou  for  your  response. 

[The  following  questions  were  not  asked  at  the  hearing,  but  were 
submitted  to  the  administration  for  response  subsequent  to  the 
hearing:] 
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QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

ZEBLEY  SUPPLEMENTAL  APPROPRIATION 

Question.     The  administration  is  requesting  $232  million  in  a 
supplemental  to  implement  the  Sullivan  v.  Zebley  Supreme  Court 
decision.     According  to  your  budget  justifications,  you  only  plan 
to  spend  about  $94  million  of  this  amount  in  fiscal  1991;  the 
balance  will  not  actually  be  utilized  until  fiscal  1992  and  1993  to 
process  an  estimated  237,000  retroactive  childhood  disability 
claims . 

Why  shouldn't  Congress  just  give  you  the  $94  million  needed  to 
get  through  fiscal  1991,  and  consider  the  rest  in  connection  with 
the  regular  fiscal  1992  appropriations  bill? 

Answer.     These  youngsters  with  disabilities  have  already 
waited  too  long  and  we  need  to  assure  them  that  we  will  begin  to 
address  their  cases  and  continue  that  process  to  completion  in  the 
next  2  to  3  years . 

Question.     I  understand  that  the  courts  still  have  not  decided 
how  far  back  you  must  go  to  review  previously  denied  cases.  Based 
on  this  delay  do  you  have  a  more  current  estimate  of  what  is  needed 
in  1991  and  1992  to  process  the  Zebley  case? 

Answer.     The  court  order  was  signed  on  March  14th.  Settlement 
is  based  on  a  class  starting  date  of  January  1980,  and  the  current 
estimate  of  $232  million  is  based  on  the  assumption  that  the  class 
starting  date  would  be  January  1980. 

Question.  What  actions  have  you  taken  so  far  in  anticipation 
of  this  supplemental  being  enacted? 

Answer.     Last  year  when  the  Supreme  Court  issued  its  decision, 
I  immediately  established  an  intercomponent  task  force  to  plan 
implementation  of  this  important  decision.     SSA  has  worked  closely 
with  the  Department  of  Justice  and  plaintiffs'  counsel  regarding 
the  implementation  plan. 

We  have  revised  our  childhood  disability  regulation  to  bring 
it  into  conformance  with  the  Court's  decision.     A  final  regulation 
with  request  for  comments  was  published  February  11,  1991.     We  will 
now  make  an  individualized  assessment  of  the  child's  ability  to 
function,  as  well  as  determining  whether  or  not  the  child  meets  the 
medical  disability  listings.     With  the  court  settlement  now  final 
and  Congressional  action  complete  on  our  supplemental 
appropriation,  SSA  is  ready  to  begin  implementation  of  the 
decision.     As  stated  in  our  Congressional  justification,  start-up 
and  planning  activities,   incurred  prior  to  enactment,  will  be 
charged  back  to  the  supplemental. 

Question.     What  will  the  consequences  be  if  the  supplemental 
appropriation  is  delayed? 

Answer.     If  the  supplemental  request  is  not  approved,  SSA 
would  be  unable  to  absorb  the  additional  work  related  to  the 
Supreme  Court  decision  within  the  funds  currently  available  without 
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significantly  hindering  our  ability  to  keep  pace  with  the  projected 
increases  in  regular  disability  workloads. 

SSA  is  under  a  court  order  so  we  must  process  these  cases. 
If  we  process  Zebley  cases  along  with  regular  disability  cases,  it 
would  cause  processing  times  for  all  disability  workloads  to 
increase  to  unacceptable  levels.     Our  regular  cases  are  backing  up 
due  to  funding  shortages  and  increasing  workloads. 

If  we  use  contingency  funds,   it  will  cause  problems  in  other 
areas  where  these  funds  are  needed,   i.e.,   to  process  regular 
disability  workloads,   "800"  number  service,  and  implementation  of 
key  sections  of  the  Omnibus  Budget  Reconciliation  Act  of  1990. 

UNUSED  CONTINGENCY  FUNDS 

Question.     Congress  provided  your  agency  with  a  $146  million 
contingency  reserve,   to  be  used  for  unexpected  workloads.  I 
understand  you  requested  0MB  to  release  these  funds,  but  0MB  has 
refused. 

What  did  you  request  these  funds  for,  and  how  do  you  intend  to 
manage  without  them? 

Answer.     Our  latest  formal  request  for  release  of  contingency 
funds  was  sent  to  0MB  by  HHS  Friday,  February  15,   1991.  SSA 
requested  $125  million  of  the  $146.4  million  contingency  reserve. 
0MB  approved  use  of  $100  million  of  the  contingency  reserve  on 
March  14th.     The  contingency  funds  will  be  used  primarily  to 
process  higher  than  budgeted  disability  workloads,   as  well  as  to 
address  the  "800"  number  where  the  unanticipated  degree  of  success 
leading  to  the  high  number  of  calls  has  driven  busy  rates  to 
unacceptable  levels,  and  to  begin  taking  on  new  requirements 
mandated  by  the  Omnibus  Budget  Reconciliation  Act  of  1990. 

Question.     How  do  you  explain  your  request  for  a  $232  million 
supplemental,  when  you've  still  got  an  unused  reserve  of 
$146  million? 

Answer.     Using  contingency  funds  to  process  the  Zebley 
workload  will  cause  problems  in  other  areas  where  these  funds  are 
needed,   i.e.,   to  process  regular  disability  workloads,   "800"  number 
service,  and  implementation  of  key  sections  of  the  Omnibus  Budget 
Reconciliation  Act  of  1990. 

PENDING  DISABILITY  CLAIMS 

Question.     Information  taken  from  your  own  budget  shows  a 
continually  growing  backlog  in  claims  for  disability  benefits.  By 
the  end  of  fiscal  1992,   it  will  take  more  than  5  months,  on 
average,   to  get  a  determination  of  disability  benefits,   that  now 
takes  3  months,  and  used  to  take  just  2  months  a  year  ago.  In 
sending  Congress  a  budget  that  admits  to  a  growing  backlog,  are  you 
saying  these  delays  are  acceptable? 

Answer.     No.     Taking  an  average  of  5  months  to  process  an 
initial  disability  claim  is  not  acceptable  to  SSA.     Within  the 
resources  requested  for  FY  1992,  we  have  provided  additional 
resources  to  the  Disability  Determination  Services  (DDSs)   to  keep 


delays  from  worsening.     The  funds  budgeted  for  the  DDSs  rise  from 
$800  million  in  FY  1991  to  $868  million  in  FY  1992.     Although  I  do 
expect  an  increase  in  processing  time  and  pendings ,   I  think  we  will 
be  able  to  do  better  now  that  much  of  the  FY  1991  contingency 
reserve  has  been  made  available  to  us. 

Question.     What  would  you  consider  an  acceptable  backlog? 

Answer.     SSA  currently  uses  a  frame  of  reference  of  three 
months  for  making  a  disability  determination.     A  few  years  ago  the 
normal  timeframe  was  2  months  or  60  days.     We  have  never  pinned 
down  what  are  generally  considered  to  be  acceptable  service  level 
requirements.     DDS  resource  needs  are  driven  largely  by  workloads 
generated  from  the  public  over  which  we  have  little  control. 
Recently,   SSA  has  experienced  an  unexpected  increase  in  the  rate  of 
filing,  coupled  with  new  regulations  regarding  childhood  disability 
and  the  impending  workload  of  the  Zebley  class  claims  following  the 
Supreme  Court  decision.     We  recognize  these  difficulties  and  have 
directed  resources  to  the  DDSs  to  try  to  alleviate  the  problem.  We 
are  developing  service  standards  for  the  time  needed  for  a 
disability  decision  as  part  of  our  Agency  Strategic  Plan. 

We  must,  however,  balance  our  resources  to  maintain  acceptable 
service  in  other  areas  of  responsibility;   retirement  claims, 
issuing  Social  Security  numbers,   "800"  number,  etc.     Reducing  the 
backlogs  will  depend  on  adequate  resources,  appropriate 
technological  support,  and  effective  and  prudent  management  of 
workloads  and  available  resources. 

HEARINGS  AND  APPEALS 

Question.     Persons  who  have  their  claims  denied  and  ask  for  a 
hearing  have  another  long  wait.     In  July,   it  took  208  days  to 
process  hearings  cases,  but  now  it  takes  an  average  of  215  days-- 
more  than  7  months.     Is  this  an  acceptable  processing  time? 

Answer.     No,  we  believe  that  claimants  are  entitled  to  as 
speedy  a  hearing  and  decision  as  is  possible,  consistent  with 
necessary  case  development.     We  are  not  satisfied  with  recent 
increases  in  processing  times  and  are  taking  several  steps  to 
reduce  processing  time.     For  example,  we  hired  115  new 
administrative  law  judges  last  year  and  intend  to  hire  an 
additional  115  this  year.     We  also  believe  that  our  continuing 
effort  to  upgrade  hearing  office  computer  equipment  will  result  in 
more  efficient  case  processing  and  improved  service  to  the  public. 

Question.     How  long  will  the  average  hearing  processing  time 
be  in  fiscal  1992? 

Answer.     If  current  workload  assumptions  remain  valid,  we 
believe  we  can  steadily  reduce  hearing  processing  time  to  200  days 
by  September  1992;  however,  if  hearing  level  receipts  increase  over 
current  projections,  our  progress  will  be  slower. 

USE  OF  CONTINGENCY  FUNDS  INSTEAD  OF  SUPPLEMENTAL 

Question.     You  have  a  $146  million  contingency  fund,  which  can 
be  used  immediately  to  help  meet  the  unanticipated  growth  In 


333 


disability  claims,  as  well  as  to  begin  reviewing  previously  denied 
children's  SSI  claims  as  required  by  the  Supreme  Court's  Zebley 
decision.     Why  wait  for  a  supplemental,  when  all  0MB  has  to  do  is 
release  contingency  funds? 

Answer.     We  asked  for  a  $232  million  supplemental 
appropriation  in  order  to  process  the  237,000  cases  we  expect  to 
rework  as  a  result  of  the  Zebley  Supreme  Court  decision  and  the 
cases  we  expect  to  reevaluate  as  a  result  of  the  interim  Zebley 
regulations.     We  want  to  ensure  that  these  youngsters  with 
disabilities  can  be  assured  that  we  will  begin  to  address  their 
cases  and  continue  that  process  to  completion  in  the  next  2  to  3 
years.     The  supplemental  appropriation  as  requested  will  be  used  to 
process  Zebley  cases  only.     Contingency  funds  are  needed  to  process 
workloads  exclusive  of  Zebley  court  cases.     0MB  released  $100 
million  from  the  contingency  reserve  in  order  to  permit  us 
primarily  to  address  the  increased  workloads  resulting  from  the 
growth  in  SSI  and  Social  Security  disability  claims  filed,  as  well 
as  "800"  number  call  volumes,  and  recently  enacted  budget 
reconciliation  legislation. 

"800"  NUMBER  SERVICE 

Question.     Busy  rates  on  the  Social  Security  Administration's 
national  "800"  number  have  grown  to  a  situation  where  in  January 
43  percent  of  calls  didn't  get  through;  on  peak  days  more  than  half 
of  all  calls  get  busy  signals.     Do  you  feel  this  is  an  acceptable 
rate? 

Answer.     I  was  not  satisfied  with  busy  rates  in  January  and  we 
are  continuing  to  take  steps  to  improve  the  public  access  to  the 
"800"  number.     However,   our  performance  in  January  this  year 
improved  significantly  compared  to  the  same  period  last  year.  The 
"800"  number  handled  223,000  more  calls  this  January,  and  at  the 
same  time  there  was  an  improvement  in  the  average  busy  rate  of 
9  percent  and  in  the  peak  day  busy  rate  of  11  percent.     On  two- 
thirds  of  the  days  in  January,  more  than  70  percent  of  the  calls 
reached  the  "800"  number  without  a  busy  signal.     We  expect  to  see 
improvement  in  the  busy  rates  as  the  call  volumes  decline  as  we 
move  beyond  the  traditionally  heavy  calling  period  of  January 
through  March, 

"800"  SERVICE  STANDARD 

Question.     I  understand  that  the  Social  Security 
Administration's  stated  busy  rate  standard  is  5  percent,  and 
therefore  you  are  not  meeting  your  own  standard.     But  your  budget 
says  significant  improvement  in  busy  rates  is  unlikely  even  at  the 
requested  funding  level.     Does  this  mean  you  are  changing  your 
service  standard? 

Answer.     Our  current  goals  in  this  area  call  for  20  percent 
busy  rates  on  peak  days --that  is,  the  day  monthly  Social  Security 
benefit  checks  are  issued  and  the  following  2  days,  every  Monday 
and  days  following  a  holiday- -and  5  percent  busy  rates  on  non-peak 
days.     We  are,  however,  exploring  the  possibility  of  supplementing 
the  busy  rate  data  with  a  better  measure  of  access  to  the  national 
"800"  number.     The  problem  with  the  busy  rate  alone  is  that  it 
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masks  the  true  relationship  between  demand  and  our  capacity  to 
respond  because  of  the  many  immediate  redials  that  occur. 

The  alternative  we  are  considering  counts  the  number  of  people 
who  attempt  to  contact  us  on  a  given  day  and  the  percentage  who 
actually  get  through  to  one  of  our  teleservice  centers.  This 
"access"  measure  keys  off  of  the  unique  phone  numbers  calling  in, 
with  an  adjustment  for  people  and  organizations  who  need  to  call 
more  than  once  a  day.     We  believe  the  new  "access  rate"  will  be 
helpful  in  managing  the  national  number,  particularly  in  improving 
the  match  between  widely  fluctuating  demand  and  our  available 
resources . 

While  a  measure  of  the  public  access  to  the  national  "800" 
number  is  an  important  indicator  of  the  level  of  telephone  service 
we  are  providing,   it  may  not  be  the  best  indicator  of  the  level  of 
service  being  provided  by  the  "800"  number.     We  are  evaluating 
various  other  indicators,  such  as  the  accuracy  of  the  information 
being  provided  and  caller  satisfaction,  to  determine  the  best 
measures  to  use  in  evaluating  the  service  being  provided  by  the 
"800"  number. 

Question.     If  not,  why  didn't  you  request  more  resources  to 
bring  down  the  busy  rate? 

Answer.     As  I  stated  before,  the  busy  rate  is  not  the  only 
measure  of  service  to  consider.     Our  budget  request  for  FY  1992 
provides  for  an  increase  of  263  workyears- -or  6.4  percent- -above 
the  estimated  FY  1991  resource  level  for  the  "800"  number  telephone 
service.     This  request,  while  recognizing  the  need  for  fiscal 
restraint,   also  recognizes  the  need  to  provide  the  resources 
necessary  to  keep  pace  with  the  anticipated  increases  in  calls  to 
the  "800"  number.     With  the  full  level  of  resources  requested  we 
will  be  able  to  stabilize  the  performance  of  the  "800"  number 
system  and  begin  to  lay  the  groundwork  that  will  enable  us  to 
eventually  achieve  the  stated  busy  rate  goals. 

AGENCY  STRATEGIC  PLAN/AGENCY  RESOURCE  NEEDS 

Question.     The  Department's  February  4th  press  release  states 
that  HHS  is  developing  strategies  to  maintain  or  improve  the 
quality  of  service  in  the  face  of  rapidly  rising  workloads  and 
slowly  rising  resources.     It  goes  on  to  say  that  the  Social 
Security  Administration  is  preparing  an  Agency  Strategic  Plan, 
expected  to  be  completed  this  summer,  which  will  provide  a  vision 
of  how  the  Social  Security  Administration  will  function  in  the 
future.     The  plan  will  define  service  requirements,  means  to 
increase  productivity  and  efficiency,  projected  investments  in  new 
technology,  etc. 

Will  this  plan  become  the  "blueprint"  that  the  Social  Security 
Administration  follows  in  the  next  few  years  to  "enable  the  Social 
Security  Administration  to  do  more  with  less  resources?" 

Answer.     The  Agency  Strategic  Plan  (ASP)  is  not  a  detailed 
blueprint  of  the  future.     The  plan  will  create  a  comprehensive 
vision  for  the  agency  that  is  cognizant  of  the  operating  realities 
faced  by  most  Government  agencies.     The  vision  presented  in  the  ASP 
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will  set  the  "tone"  for  the  agency  in  terms  of  where  we  would  like 
to  be  as  we  enter  the  21st  century.     The  ASP  will  "frame"  these  and 
other  issues  in  a  way  that  agency  management  and  our  higher 
monitoring  authorities  can  more  reasonably  assess  the  relative 
costs  and  benefits  of  varying  levels  of  service,  technological 
staffing  trade-offs  and  related  budget- sensitive  issues.  On 
balance,  the  ASP  commits  SSA  to  an  ongoing  process  of  change 
management  and  public  accountability  that  will  translate  into  plans 
and  budgets  that  relate  to  a  clearly  articulated  plan  for  the 
future . 

Question.     Do  you  expect  this  plan  to  be  of  help  in 
alleviating  pressure  on  extremely  tight  fiscal  1992  resources? 

Answer.     I  do  not  expect  a  direct  relationship  between  the 
agency  strategic  plan  and  the  FY  1992  budget.     However,  I  expect 
some  of  the  ideas  and  approaches  comprising  the  strategic  plan, 
will  help  us  to  do  the  best  we  can  with  limited  resources  over  the 
next  few  years . 

The  Agency  Strategic  Plan  should  be  available  by  summer  of 
1991.     This  plan  will  form  the  basis  for  more  detailed  planning  at 
lower  levels.     It  is  at  these  levels  where  specific  initiatives 
designed  to  reach  the  vision,  e.g.,   increased  productivity,  will  be 
planned  and  budgeted  for  in  accordance  with  prevailing  public 
policy. 

$375  MILLION  INCREASE  FOR  SOCIAL  SECURITY  OPERATIONS 

Question.     The  domestic  discretionary  cap  increases  by  about 
5.5  percent  in  fiscal  1992  compared  to  fiscal  1991.     You  are 
requesting  a  $375  million  increase  in  budget  authority  for  Social 
Security  administrative  expenses  in  fiscal  1992.     That  is  a 
9 -percent  increase,  more  than  requested  for  many  other  programs. 
However,  on  page  93  of  your  justification,  you  state  "we  do  not 
expect  the  Social  Security  Administration  will  be  able  to  improve 
materially  its  service  levels  during  the  budget  period;  and,  in 
some  cases  we  may  see  the  number  of  cases  pending  increase  and 
processing  times  grow." 

With  a  9-percent  increase  in  budget  authority  in  fiscal  1992, 
why  can't  the  Social  Security  Administration  materially  improve  its 
service  levels  and  take  steps  to  reduce  pending  workloads  and 
processing  times? 

Answer.     Because  of  the  magnitude  of  SSA's  mandatory  cost 
increases,  such  as  pay  raises,  pay  reform,  rent  and  postage 
increases- -which  account  for  80%  of  the  increase- -and  expected 
workload  increases- -primarily  disability  workloads  and  work  related 
to  implementation  of  the  Omnibus  Budget  Reconciliation  Act  of  1990, 
this  increase  in  budget  authority  is  not  enough  to  enable  SSA  to 
improve  materially  its  service  levels  in  FY  1992. 

PROPOSED  USE  OF  THE  $375  MILLION 

Question.     What  will  the  $375  million  requested  increase  be 
used  for?    What  are  we  getting  for  the  9 -percent  increase? 
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Answer.     Although  this  increase  may  appear  to  be  substantial 
under  the  new  budget  rules  for  discretionary  domestic  spending,  it 
is  a  conservative  request  given  the  magnitude  of  SSA's  built-in 
mandatory  cost  increases  and  the  amount  of  work  to  be  done. 

$292  million  or  almost  80  percent  of  the  $375  million  increase 
is  for  the  following  mandatory  increases: 

•  $202  million  is  needed  for  mandatory  payroll  cost  increases, 
including  step  increases,  promotions,   1992  Federal  pay  raise, 
full-year  cost  of  the  1991  pay  raise,  pay  reform  and  the 
Federal  share  of  employee  health  benefits; 

•  $4A  million  is  required  for  mandatory  rent,  postage  and  HHS 
working  capital  fund  increases  and  payments  to  attorneys  under 
the  Equal  Access  to  Justice  Act; 

•  $22  million  is  needed  to  maintain  current  operations  for 
information  technology  systems;  and 

•  $24  million  in  increased  State  salaries  and  overhead  for  the 
Disability  Determination  Services  (DDSs) . 

Another  $62  million  is  for  other  built-in  increases  for 
service  contracts,  medical  and  other  costs  for  the  DDSs,  and  to 
restore  funds  for  supplies,  printing,  repairs  and  employee  training 
that  had  been  deferred. 

Finally,  the  net  of  all  other  increases  and  decreases  from  the 
1991  appropriation  level  amounts  to  $21  million. 

■  >  STAFFING 

Question.     I  am  glad  to  see  you  requested  an  increase  in 
staffing  after  so  many  years  of  downsizing.     What  impact  did 
downsizing  have  on  the  Social  Security  Administration? 

Answer.     Under  SSA's  6 -year  downsizing  effort,  full-time 
equivalent  employment  declined  from  79,961  in  1984  to  62,836  in 
1990.     Since  then  we  have  focused  on  stabilizing  our  workforce  and 
assessing  our  position  in  the  aftermath  of  the  reduction.     Have  we 
reduced  too  much  in  some  areas?    When  we  look  at  the  data  for  this 
period,  we  find  both  successes  and  areas  that  need  to  be  addressed. 

Despite  downsizing,  pending  workloads  in  many  key  areas 
dropped  significantly  between  1984  and  1990.     Two  noticeable 
exceptions  are  the  number  of  SSI  claims  filed  by  the  disabled  and 
our  hearings  caseloads.     On  the  other  hand,  Social  Security  number 
cards  are  issued  much  more  quickly  and,  thanks  in  large  measure  to 
our  claims  modernization  effort,  processing  times  for  retirement 
claims  are  down  by  one -third  from  1984.     Processing  times  for  most 
other  workloads  have  increased  somewhat  and  we  have  staffing 
imbalances  in  some  areas. 

The  Agency  Strategic  Flan,   to  be  published  this  summer,  will 
identify  the  desired  level  of  service  to  be  provided  to  the  public 
and  will  guide  us  in  developing  shorter-term  tactical  objectives. 
The  results  of  this  effort  will,  among  other  things,  enhance  SSA's 
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ability  to  evaluate  the  performance  of  field  offices  and  the 
allocation  of  staff  resources. 

Question.     Your  budget  indicates  that  the  additional  staff 
will  be  used  for  higher  disability  workloads  and  new  legislative 
requirements.     Does  this  suggest  that  disability  work  is  your  top 
priority? 

Answer.     The  disability  area  is  the  one  area  in  which  the 
volume  of  applications  filed  as  a  result  of  higher  filing  rates, 
new  legislation,  the  Zebley  court  decision  and  our  SSI  outreach 
efforts  exceed  our  ability  to  keep  pace  with  this  workload. 
Because  of  significant  growth  in  this  area,  I  would  assign  high 
priority  to  using  any  additional  funds  to  process  these  claims  and 
curtail  the  rate  of  growth  in  the  pending  workloads. 

SSI  OUTREACH  ACTIVITIES 

Question.     The  1990  appropriations  included  $3.5  million  for 
outreach  activities,  and  the  1991  appropriation  added  an  additional 
$6  million  for  this  activity.     The  Congress  intended  these  funds  to 
be  used  primarily  for  projects  targeted  to  areas  with  high  levels 
of  non-participation  in  the  SSI  program  including  rural  areas.  You 
have  asked  for  only  $3  million  in  1992,  half  the  current  level. 
What  are  your  plans  for  using  the  $6  million  for  outreach 
activities  in  1991  and  the  additional  $3  million  in  1992? 

Answer.     Before  we  spend  $6  million  in  FY  1991  we  want  to  make 
sure  we  are  funding  projects  that  are  likely  to  succeed.     We  are 
reviewing  the  proposals  we  received  in  response  to  our  FY  1990 
grant  announcement,  with  an  eye  toward  what  we  have  already  learned 
from  our  FY  1990  experience. 

Once  I  am  satisfied  we  will  get  meaningful  results,  we  will 
fund  new  cooperative  agreements  to  target  needy  populations  with 
high  levels  of  nonparticipation  in  SSI  and  in  areas  of  limited 
accessibility  due  to  rural  location  or  language  barriers. 

We  also  are  exploring  what  can  be  done  to  deliver  truly 
integrated  services  with  other  Federal  agencies  that  provide 
services  to  the  needy,  to  develop  models  of  outreach  to  underserved 
populations . 

Some  of  the  $6  million  appropriated  for  FY  1991  will  be  used 
as  requested  by  this  Committee  for  an  independent  evaluation  of 
outreach,   to  determine  the  outreach  approaches  most  effective  in 
addressing  the  barriers  to  participation  in  the  SSI  program. 

Our  FY  1992  request  includes  $3  million  to  fund  additional  SSI 
outreach  demonstration  projects  and  to  support  fully  the  existing 
cooperative  agreements. 

INDEPENDENT  EVALUATION  OF  OUTREACH 

Question.     When  will  you  award  a  contract  for  the  independent 
evaluation  and  when  do  you  expect  to  see  the  results  of  that 
evaluation? 
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Answer.     The  Committee  directed  that  SSA  use  no  less  than  5 
percent- -$300 , 000- -of  the  $6  million  appropriated  for  outreach  for 
an  independent  evaluation  of  the  effectiveness  of  various  outreach 
methods . 

We  are  exploring  options  for  obtaining  an  independent 
evaluation  and  expect  to  have  an  agreement  this  summer.     As  a 
precursor,  we  also  plan  to  validate  our  project  evaluation  strategy 
via  a  separate  preliminary  review. 

The  duration  of  the  project  is  controlling  as  to  when 
evaluation  results  will  be  available.     The  first  SSI  outreach 
demonstration  projects  were  awarded  at  the  end  of  September  1990. 
The  initial  results  from  the  projects  of  shortest  duration  will  not 
be  available  for  study  until  December  1991.     We  will  need  an 
ongoing  evaluation  agreement  so  the  results  of  the  later  projects 
may  be  factored  into  the  analysis.     Projects  awarded  in  FY  1991 
will  begin  later  this  year,  and  the  results  of  those  projects  will 
not  be  available  for  analyzing  until  sometime  in  FY  1993. 

We  hope  to  have  an  interim  evaluation  report  on  the  first 
group  of  completed  projects  in  April  1992,  3  months  after  the 
grantees'   final  reports  are  due  to  SSA.     We  anticipate  having  the 
evaluation  results  updated  at  the  close  of  every  major  group  of 
projects,  and  we  should  receive  the  final  report  within  3  months 
after  the  end  of  the  last  project. 

We  are  doing  ongoing  monitoring  of  results  ourselves,  and  we 
will  have  preliminary  data  available  for  decision  making  regarding 
funding  of  FY  1991  and  FY  1992  activities. 

DELAYED  OBLIGATION  OF  FUNDS 

Question.     Your  budget  includes  bill  language  to  withhold  $80 
million  from  obligation  until  September  19,   1992- -just  12  days 
before  the  end  of  the  fiscal  year.     Would  this  delayed  obligation 
of  funds  be  limited  to  computer  and  other  equipment  costs,  or  are 
you  considering  holding  back  on  staffing  costs? 

Answer.     If  the  full  request  is  enacted,  we  intend  to  meet  the 
planned  full-time  equivalent  levels  during  FY  1992;   therefore,  the 
budget  estimates  assume  no  delay  in  obligations  for  personnel 
expenses . 

Question.  How  much  money  is  normally  not  obligated  until  the 
last  12  days  of  the  fiscal  year? 

Answer.     About  $73.4  million  of  obligations  were  incurred 
during  the  last  12  calendar  days  of  FY  1990.     This  includes 
$70  million  of  payroll  costs  for  the  8  work  days  that  fell  during 
the  last  12  calendar  days  and  $3.4  million  for  other  objects. 

CENTRAL  COMPUTING  STEIATEGY 

Question.     I  understand  that  the  Social  Security 
Administration  (SSA)  currently  processes  all  claims  data  through  a 
computer  system  at  the  National  Computer  Center  (NCC) .     All  of  your 
field  offices  are  dependent  on  this  mainframe  computer,  and  no 
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claims  can  be  processed  in  the  event  of  an  NCC  disaster  until  the 
system  is  restored  or  replaced. 

According  to  a  recent  Inspector  General  report,   there  is  a 
significant  danger  in  relying  on  this  type  of  centralized  computer 
system.     SSA's  own  1982  Systems  Modernization  Plan  stated  that 
should  a  major  disaster  occur  at  the  NCC,   "untold  billions  of 
dollars  could  be  lost  as  a  result  of  SSA'S  computer  and 
communications  systems  being  out  of  commission  for  up  to  a  year." 

What  plans  do  you  have  to  upgrade  the  agency's  computer 
architecture  so  that  there  is  an  adequate  back-up  system  in  an 
emergency?  ^    ^  .  ■  ^.^ 

Answer.     A  contractor  has  prepared  a  cost-benefit  analysis  on 
different  alternatives  that  would  provide  a  second  data  center  for 
SSA  with  sufficient  computer  processing  capabilities  to  process  r'. 
SSA's  most  critical  payment-related  workloads  in  an  emergency. 
This  analysis  is  under  review  and  decisions  are  expected  in  several 
months . 

SETTING  PRIORITIES 

Question.     You  are  proposing  a  $30  million  increase  in 
automation  activities,  at  the  same  time  that  large  backlogs  are  ' 
building  up  in  disability  claims,  and  the  public  is  getting  busy 
signals  when  it  calls  your  "800"  number.     Why  shouldn't  some  of 
these  automation  investments  be  postponed,  until  basic  services  to 
the  public  are  under  better  control? 

Answer.     The  thrust  of  the  additional  $30  million  in 
information  technology  systems  investments  will  improve  the  levels 
of  service  to  the  public.     Further  automation  and  modernization  in 
activities  such  as  hearings  and  Supplemental  Security  Income  will 
enable  SSA  employees  to  keep  up  with  growing  workloads  and  process 
applications  in  a  more  timely  and  accurate  manner. 

Improvements  to  the  "800"  number  telephone  network  will  also 
reduce  busy  rates  and  queue  time.     Such  improvements  include  a 
remote  management  center  to  consolidate  all  "800"  number  management 
information  to  permit  faster  reaction  to  traffic  bottlenecks; 
upgrade  of  automatic  call  distribution  equipment;   and  expansion  of 
telephone  service  to  support  additional  answering  positions  so  that 
the  "800"  number  will  be  able  to  handle  more  calls  with  available 
teleservice  operators  and,  thus,  give  better  access  to  the  public. 

INFORMATION  TECHNOLOGY  SYSTEMS 

Question.     Several  years  ago  funds  were  earmarked  specifically 
for  automated  data  processing  and  telecommunication  activities.  In 
1990,   the  Congress  approved  the  Social  Security  Administration's 
request  tt>  rescind  the  earmark  in  order  to  provide  the  Social 
Security  Administration  with  more  flexibility  to  allocate  resources 
to  automated  data  processing  and  telecommunication  activities 
within  the  total  amount  appropriated.     Now  you  are  asking  that  a 
minimum  floor  of  $260  million  of  the  amounts  from  the  LAE  account 
be  made  available  for  these  activities  in  1992. 
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Won't  this  have  the  reverse  effect  and  limit  the  Social 
Security  Administration's  flexibility  to  reallocate  those  resources 
which  might  not  be  used  for  automated  data  processing  (ADP)  and 
telecommunication  activities,   to  other  critical  areas  in  fiscal 
1992? 

Answer.     We  have  requested  this  earmark  to  underscore  our 
commitment  to  continuing  to  modernize  SSA's  data  processing 
equipment  and  to  automate  many  tasks  which  are  now  performed 
manually . 

Question.     Will  your  investments  in  1991  and  1992  result  in 
significant  workyear  savings  in  1992  or  1993? 

Answer,     SSA's  ITS  investments  will  ensure  that  our  systems 
expand  as  needed  to  support  growing  workloads,  and  they  will  lay 
the  foundation  for  future  efficiencies  required  to  offset  workload 
growth  and  improve  public  service. 

SSA's  FY  1992  budget  request  reflects  about  1,100  workyears  of 
savings  over  the  2-year  period,  FY  1991  and  FY  1992,  related  to 
management,  procedural  and  systems  initiatives.     This  includes 
about  400  workyears  of  savings  related  to  further  enhancement  of 
our  modernized  claims  system  and  modernized  enumeration  system, 
resulting  primarily  from  earlier  investments  in  modernized  hardware 
and  software . 

SSA  is  continuing  to  pursue  other  areas  of  modernization  which 
will  pay  off  in  the  future  in  terms  of  improved  service  and 
increased  efficiency.     For  example,  we  have  accelerated  the 
schedule  for  modernization  of  the  SSI  claims  system  in  a  mainframe 
environment,  with  software  development  continuing  in  FY  1991  and 
pilot  testing  of  the  modernized  initial  claim- taking  system  planned 
for  FY  1992.     When  completed,   this  system  will  provide  for  taking 
and  processing  SSI  claims  using  online  interactive  data  collection, 
computations  and  automated  workload  control  functions  which 
parallel  those  developed  for  title  II  Social  Security  program 
claims . 

NEED  FOR  SUPPLEMENTAL  TO  PROCESS  DISABILITY  CASES 

Question.     By  the  end  of  fiscal  1991,  you  are  projecting  a 
backlog  of  553,000  disability  cases.     That  compares  to  293,000 
pending  cases  in  December  of  1989--an  increase  of  260,000  cases. 
This  means  it  will  take  an  average  of  16  weeks,   instead  of  8  weeks, 
to  get  a  determination  from  the  Social  Security  Administration  on 
eligibility  for  disability  benefits. 

How  much  would  be  needed  to  reduce  the  fiscal  1991  backlog 
down  to  the  level  of  December  1989?    Why  didn't  the  administration 
request  a  supplemental  to  address  this  problem? 

Answer.     We  developed  our  estimate  of  741,614  Social  Security 
and  SSI  disability  cases  pending  in  field  offices  at  the  end  of  FY 
1991  based  on  the  assumption  that  the  contingency  reserve  for  FY 
1991  would  not  be  released.     Based  on  this  estimate,   to  return  to 
the  December  1989  level  of  429,542  cases  would  require  SSA  to  clear 
312,072  cases.     The  FY  1990  agency  unit  cost,  based  on  the  field 
office  count,   for  processing  Social  Security  and  SSI  claims  to 
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completion  runs  roughly  $442  per  claim.     Based  on  this  information, 
the  additional  cost  of  appeals,  and  built-in  unit  cost  increases, 
we  estimate  the  cost  of  returning  FY  1991  end-of-year  disability 
pending  cases  to  the  levels  of  December  1989  would  require 
approximately  $200  million. 

We  have  not  requested  a  supplemental  to  address  this  problem 
because  we  have  requested  release  of  contingency  funds  to  assist  us 
in  processing  this  increasing  workload.     Release  of  $100  million 
from  the  contingency  reserve  will  enable  us  to  curtail  the  growth 
of  this  increasing  workload. 

FUNDING  FOR  THE  DISABILITY  STATE  AGENCIES 

Question.     If  you  exclude  the  resources  requested  for  the 
State  agencies  for  the  Zebley  supplemental,   the  table  on  page  102 
of  your  budget  request  shows  the  State  agency  budget  is  being 
increased  by  nearly  9  percent  in  1992- -$868  million  in  1992 
compared  to  $800  million  in  1991.     This  is  a  significant  increase. 
However,  you  may  say  that  the  number  of  disability  claims  pending 
in  the  State  agencies  at  the  end  of  fiscal  1992  will  increase  by 
more  than  80  percent  from  the  level  pending  at  the  end  of  fiscal 
1990.     With  resources  going  up,  why  will  the  backlogs  grow? 

Answer.     Increasing  State  agency  costs  reflect  only  a  portion 
of  the  significant  growth  expected  in  SSA's  disability  workloads  in 
FY  1991  and  FY  1992.     In  spite  of  the  increases  projected  in 
processed  workloads  in  FY  1991  and  FY  1992  for  the  Disability  I 
Determination  Services,  receipts  are  expected  to  increase  at  an 
even  greater  rate.     The  rapid  rate  in  filing  plus  the  increased 
Zebley  cases  and  the  prospect  of  implementing  new  regulations  will 
make  backlogs  unavoidable.     Even  with  productivity  improvements  and 
increased  resources  for  the  Disability  Determination  Services, 
pending  workloads  area  expected  to  increase  significantly. 

Question.     Is  bringing  down  the  backlogs  a  question  of  money, 
management  or  technology? 

Answer.     In  addition  to  the  increased  funding  SSA  has 
requested,   enhanced  management  and  technology  will  help  to  avoid  a 
build  up  in  disability  backlogs. 

As  I  indicated,  additional  resources  have  been  requested  for 
the  Disability  Determination  Services  to  fund  mandatory  cost 
increases,  and  to  enable  them  to  process  more  cases.     However,  in 
spite  of  the  increases  projected  in  processed  workloads,  receipts 
are  expected  to  increase  at  an  even  greater  rate,  thereby  making 
higher  backlogs  unavoidable. 

Technology  has  played  a  role  in  helping  the  Disability 
Determination  Services  control  backlogs  in  recent  years,  and 
additional  funding  has  been  requested  in  FY  1992  for  automated  data 
processing  equipment  and  services  for  the  State  agencies. 

Finally,   SSA  will  continue  to  work  with  the  States  towards 
improving  productivity  and  controlling  medical  costs. 
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EMERGING  STAFFING  ISSUES 

Question.     Recent  legislation  requiring  that  SSA  provide  the 
telephone  numbers  and  addresses  of  about  800  local  field  offices 
and  other  issues,  such  as  SSA's  agreement  to  commit  additional 
resources  for  SSI  outreach  raise  questions  regarding  the  adequacy 
of  SSA's  current  staffing. 

Does  SSA  have  the  right  amount  of  staff  to  work  its  workloads 
and  serve  the  public  adequately  and  effectively?     How  do  you  know 
if  you  have  too  little  or  too  many? 

Answer.     Let  me  explain  briefly  how  SSA  develops  its  national 
budget  estimates.     SSA  develops  its  national  budget  estimates  on 
the  basis  of  the  work  we  have  to  do.     The  budget  estimates  reflect 
the  best  judgement  of  how  much  work  we  will  process  and  the  amount 
of  resources  required  to  process  that  work.     SSA  develops  what  have 
been  called  "did  take"  times  for  each  major  workload  through  the 
use  of  work  sampling.     SSA  examines  the  "did  take"  time  developed 
for  each  workload  to  identify  any  portions  which  should  not  be 
accepted  without  adjustment.     This  adjustment  is  based  on  years  of 
work  experience  with  production  rates  for  each  of  nearly  150 
workloads  processed  in  SSA's  major  operating  components.  Factors 
evaluated  for  adjustment  include  systems  enhancements,  procedural 
simplifications,  mix  of  work,  substance  or  work,  employee 
productivity,  etc.     After  all  adjustments  to  the  "did  take"  time 
are  completed,   the  resulting  "should  take"  time  is  then  used  for 
projecting  future  Agency- level  resource  needs. 

SSA's  FY  1992  administrative  budget  request  also  recognizes 
the  need  for  fiscal  constraint  as  well  as  the  need  to  address  the 
significant  workload  increases  which  SSA  faces.     SSA  will  focus  its 
limited  resources  on  critical  public  service  workloads.     While  in 
general  the  present  level  of  service  will  be  maintained  during  the 
budget  period,  we  may  see  the  number  of  cases  pending  increase  and 
processing  times  grow. 

There  are  separate  questions  whether  SSA  has  the  right  amount 
of  staff  in  place  to  process  its  workloads,  or  whether  SSA  delivers 
the  right  levels  of  services  to  the  public  adequately  and 
effectively.     SSA  is  vitally  concerned  with  improving  operating 
effectiveness  and  efficiencies  and  takes  steps  to  insure  that  staff 
are  in  the  right  place  through  ongoing  assessments  of  workforce 
needs.     SSA  is  working  to  develop  and  utilize  new  tools  and  methods 
for  workforce  planning.     For  example,  SSA  is  just  beginning  to 
examine  application  of  computer  modeling  techniques  to  help 
determine  the  relationships  between  our  current  service  measures 
and  staffing  levels  for  different  types  of  field  offices.  Efforts 
are  also  underway  to  make  available  to  operations  managers 
additional  data  which  may  be  useful  in  workforce  planning 
decisions . 

Since  the  desired  level  of  service  to  be  provided  to  the 
public  is  a  key  factor  against  which  the  efficient  use  of  SSA 
resources  should  be  measured,  SSA's  strategic  planning  process  has 
led  Agency  management  to  more  clearly  define  the  services  we 
provide  and  to  establish  quantifiable  long-term  goals  and 
objectives  for  service  delivery.     Once  the  Strategic  Flan  is 
issued,  during  the  summer  of  1991,  the  Agency  will  then  be 
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developing  shorter- terra  tactical  objectives.     These  objectives, 
which  will  be  reflected  In  the  Agency's  shorter-term  (5  year) 
tactical  plans,  will  reflect  quality  standards  as  well  as  the  more 
traditional  measures  of  quantity  and  timeliness.     SSA's  tactical 
plans  are  expected  to  be  completed  In  early  1992.     The  results  of 
this  effort  will,  among  other  things,  enhance  SSA's  ability  to 
evaluate  the  performance  of  field  offices  and  the  allocation  of 
staff  resources. 

WORKLOAD  STANDARDS 

Question.     What  progress  has  SSA  made  in  developing  workload 
standards  in  order  to  determine  what  Its  total  staff  needs  are  and 
whether  additional  resources  are  needed  or  whether  existing  staff 
can  be  redistributed  to  meet  the  emerging  staffing  issues? 

Answer.     Under  any  system  of  SSA  work  force  planning.   It  is 
critical  to  keep  In  mind  that  our  employees  need  to  take  the  time 
to  make  sure  the  Government  is  serving  the  needs  of  its  most 
vulnerable  citizens.     A  single  stopwatch  measure  of  what  it  should 
take  to  process  a  Social  Security  claim  is  inconsistent  with  our 
mission.     SSA's  methods  and  procedures  are  not  static,  but 
continuously  evolving.     Our  1,300  field  offices  differ  in  physical 
layout,  staff  mix,  clientele,  demographics,  etc.     For  example,  a 
survivor's  claim  invplving  an  elderly,  illiterate  widow  who  is  hard 
of  hearing  is  likely  to  take  longer  to  process  than  a  claim 
involving  a  younger,  healthy,  highly  educated  citizen.     As  I  have 
Indicated,  we  do  need  and  are  working  on  better  ways  to  improve 
workforce  planning. 

WORKFORCE  PLANNING 

Question.  Where  does  SSA  stand  on  developing  a  workforce  plan 
for  the  future  as  part  of  its  agency-wide  planning  process? 

Answer.     The  Agency  Strategic  Plan  (ASP),   to  be  published 
early  this  summer,  will  Include  a  description  of  the  workforce 
needed  to  support  our  long-range  vision  for  SSA  and  the  major  steps 
we  plan  to  take  to  attain  this  workforce.     We  expect  to  complete  a 
workforce  plan,  describing  in  detail  how  we  will  move  towards 
achieving  our  workforce  of  the  future  following  publication  of  the 
ASP. 

EMPLOYEE  MORALE 

Question.     Morale  at  SSA  had  been  characterized  by  GAO  and  the 
studies  done  under  the  previous  Commissioner  as  very  low.  What 
have  you  done  to  gauge  the  current  level  of  employee  morale?  What 
measures  have  you  taken  to  address  present  employee  concerns? 

Answer.     Current  SSA  morale  Is  being  gauged  by  Secretary 
Sullivan's  Departmentwide  assessment  of  organizational  climate. 
This  longitudinal  assessment  process  includes  surveys  of  a  5- 
percent  sample  of  SSA  employees  several  times  a  year.     The  first 
quarterly  questionnaire  was  distributed  to  SSA  employees  in  late 
January,  and  we  hope  to  see  those  results  this  spring.     Since  the 
core  questions  on  the  Secretary's  surveys  are  identical  to  those 
SSA  used  in  April  1989,  we  expect  the  results  will  indicate  trends 
over  time . 
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In  addition,  we  are  now  developing  a  supplemental  survey 
process  to  solicit  the  underlying  causes  of  employee  perceptions. 
Given  that  the  HHS  process  lets  us  know  what  employees  think,  we 
want  to  know  why. 

Some  of  the  measures  already  taken  to  address  the  employee 
concerns  include: 

•  The  creation  of  "strike  teams"  which  made  on-site  visits  to 
field  offices  to  assist  the  Regional  Commissioners  in 
identifying  the  most  critical  needs.     Based  on  the  team's 
recommendations,   the  Commissioner  authorized  the  immediate 
hiring  of  nearly  500  new  employees  for  those  offices  with  the 

^     greatest  need.     Other  problems  identified  by  the  "strike 

teams,"  such  as  supply  and  equipment  shortages,  were  remedied 
on  the  spot; 

•  Appointment  of  an  ombudsman  to  identify  and  assist  in 
resolving  systemic  institutional  problems  within  SSA; 

•  SSA's  first  child  care  centers  will  open  in  1991  at  our 
largest  sites  - -Woodlawn  and  Metro  West  in  Baltimore.     We  are 
also  exploring  the  possibility  of  establishing  additional 
centers  and  offering  elder  care  services,  as  well; 

•  Acquisition  of  additional  terminals  and  personal  computers; 

•  Increased  recognition  of  employees  through  on-the-spot  cash 
awards ; 

•  Training  and  career  development  programs  are  in  place  for  GS-4 
through  CM- 15  employees.     New  first- level  supervisors  receive 
training  at  SSA  headquarters.     A  career  development  handbook 
has  been  issued  to  identify  projected  vacancies  and  let 
employees  know  about  qualification  requirements  for  career 
advancement; 

•  Positive,  constructive  dialogue  with  employee  unions;  and 

•  As  a  result  of  reorganization,   the  employee  relations 
functions  of  the  agency  receive  added  visibility  with  the 
creation  of  a  Deputy  Commissioner  for  Human  Resources. 

.         -  TECHNOLOGY -RELATED  SYSTEMS  ISSUES 

Question.     A  key  factor  in  managing  SSA's  operation  is  a 
planning  process  which  guides  policy,  budget,  and  ADP 
modernization,  in  both  the  short  and  long  term.  While  SSA  has 
developed  a  long-range  plan,   it  has  not  completed  those  planning 
activities  it  considers  essential  for  determining  the  most  cost- 
effective  ADP  design  to  meet  future  operational  requirements. 
These  activities  include:  determining  what  functions  the  agency 
wants  to  perform  to  support  the  type  of  public  service  envisioned 
by  the  long-range  plan,  determining  the  level  and  type  of  resources 
needed  to  achieve  its  plan,   and  determining  the  levels  of 
timeliness  and  accuracy  associated  with  its  public  service  goals. 
When  will  these  activities  be  completed? 
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Answer.     Our  renewed  Agency  Strategic  Plan  (ASP)  which 
represents  the  highest  level  of  the  comprehensive  Agency-wide 
planning  process  should  be  available  by  sununer.     The  ASP  will 
contain  a  long-range  vision  of  how  SSA  will  look  and  operate  in  the 
future- -a  strategic  planning  framework  which  lays  out  our  service 
goals  and  objectives  and  the  broad  transition  events  that  will  need 
to  take  place  to  move  us  toward  our  vision.     Subsequent  lower- 
level  planning  activities,  including  an  information  systems  plan, 
will  be  completed  following  publication  of  the  ASP.     These  more 
detailed  planning  activities  will  focus  on  the  nearer  term, 
approximately  the  next  5  to  6  years. 

Question.     What  is  the  cost  involved? 

Answer.     The  costs  of  systems  investments  in  support  of  the 
ASP  will  be  addressed  in  the  more  detailed  planning  being  completed 
for  the  near- term  period  of  the  next  5-6  years. 

Question.     When  will  the  agency  strategic  systems  plan  be 
completed? 

Answer.     The  initial  version  of  SSA's  information  systems  plan 
(ISP),  which  describes  SSA's  major  automated  systems  efforts 
through  FY  1997,  will  be  published  by  this  spring.     Once  final 
Agency  strategic  decisions  have  been  made  and  the  ASP  is  published, 
the  ISP  will  be  updated.     The  updated  ISP  will  show  how  SSA  will 
move  during  the  next  6  years  towards  achieving  the  systems 
environment  necessary  to  support  the  vision  in  the  ASP.  The 
updated  ISP  should  be  available  during  July  1991. 

INFORMATION  RESOURCES  MANAGER 

Question.     Another  key  factor  in  improving  efficiency  and, 
hence,   service  is  better  integration  of  all  the  technology-oriented 
functions  namely  ADP,   telecommunications,   software  development, 
data  administration,  and  data  base  management.     To  accomplish  this, 
SSA  needs  an  information  resources  manager,  with  the  responsibility 
and  authority  for  setting  policy  and  coordinating  agency-wide 
activities  relating  to  information  resources. 

Has  an  information  resources  manager  been  appointed? 

Answer.     HHS  requires  that  the  agency  principal  information 
resources  manager  (IRM)  be  an  individual  who  reports  directly  to 
the  head  of  the  Agency.     The  Senior  Executive  Officer  fulfills  this 
role  in  SSA.     The  Senior  Executive  Officer  is  assisted  by  the 
Office  of  Information  Resources  Management,  which  has  a  staff  of 
11,  headed  by  a  Senior  Executive  Service  official. 

The  director  of  the  Office  of  Information  Resources  Management 
provides  leadership  in  defining  the  IRM  policy  and  program  for  SSA, 
ensuring  compliance  with  Federal  law  and  the  policies  of  OMB,  GSA 
and  HHS,  producing  the  annual  IRM  plan,  and  oversight  of  the  IRM 
review  program.     Support  for  the  Agency's  IRM  program  also  comes 
from  the  Deputy  Commissioner  for  Systems  who  is  responsible  for  the 
information  systems  and  technology  applications  in  SSA,   from  the 
Information  Technology  Systems  Review  Staff,  located  in  the  Office 
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of  Finance,  Assessment  and  Management,  as  well  as  from  other  staffs 
responsible  for  publications  and  forms  management,  security, 
research  and  other  IRM-related  activities. 

Question.     Where  is  this  position  organizationally  located? 

Answer.     The  Senior  Executive  Officer  is  in  the  Office  of  the 
Commissioner,  and  the  Office  of  Information  Resources  Management  is 
also  part  of  the  Office  of  the  Commissioner. 

Question.  Is  this  official  in  a  position  of  sufficient 
authority  to  force  compliance  with  agency-wide  lElM  goals  and 
objectives? 

Answer.     Yes,  the  Senior  Executive  Officer  reports  directly  to 

me . 

Question.     Does  this  individual  have  other  responsibilities 
unrelated  to  his  information  resources  responsibilities,  and  if  so, 
is  this  appropriate  given  the  leadership  and  direction  needed  to 
protect  SSA's  growing  investment  in  information  resources  which  are 
essential  to  the  successful  accomplishment  of  its  mission? 

Answer.     The  Senior  Executive  Officer  does  have  other 
responsibilities.     Day-to-day  responsibility  for  the  IRM  function 
belongs  to  the  Office  of  Information  Resources  Management,  which 
also  provides  advice  and  counsel  to  the  Senior  Executive  Officer 
and  to  me,  as  well  as  to  other  Agency  officials. 

The  office  also  takes  the  lead  on  selected  Agency- level 
initiatives,  work  groups  and  projects.     However,  this  activity 
draws  upon  the  role,  knowledge  and  experience  gained  in  carrying 
out  the  IRM  function.     These  are  complementary,  rather  than 
contending,  activities. 

AUTOMATING  WORKLOADS 
Question.     Has  SSA  automated  any  new  workloads  in  the  last 

year? 

Answer.     The  automatic  enrollment  for  the  direct  deposit  of 
benefits  is  currently  underway.     This  was  previously  a  manual 
workload.     It  is  presently  in  the  pilot  stage  and  involves  30 
financial  institutions. 

Release  9.0  of  Debt  Management  provided  for  the  automatic 
generation  of  receipts  for  all  remittances.     This  was  previously  a 
manual  workload. 

In  April  1990,  the  correction  and  reinstatement  of  the 
earnings  suspense  file  was  made  available  for  automatic  processing. 
This  reduced  the  timeframe  for  correction  and  reinstatement  from  3 
to  6  months  to  1  to  2  weeks . 

The  Claims  Modernization  Release  2.6  in  July  1990  enabled 
field  office  personnel  for  the  first  time  to  interface  directly 
with  the  Master  Beneficiary  Record  to  input  changes  of  address, 
non-receipt  of  a  benefit  check,  correction  of  name,  and  reports  of 
marriage  or  divorce. 
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SSA  has  now  automated  many  of  its  labor-intensive  operations. 
Many  current  systems  initiatives  are  enhancements  to  workloads 
previously  automated  or  development  of  entirely  new  systems  such  as 
the  representative  payee  database  mandated  by  the  Congress. 

IMPENDING  ENHANCEMENTS 

Question.     What  are  your  plans  for  your  computer  system  for 
the  next  year? 

Answer.     Computer  hardware  improvement  plans  include 
investments  in  completing  migration  to  FTS2000;  additional  computer 
capacity  and  data  storage  capacity  to  accommodate  both  existing 
automation  workload  growth  and  new  workload  automation;  increased 
printer  capacity  to  improve  beneficiary  notice  quality  and 
timeliness;  continued  automation  and  communication  improvements  for 
the  hearings  process;  and  continued  feasibility  and  transition 
planning  for  cost-effective  backup  and  recovery  capability. 

Question.     How  do  these  plans  match  with  your  agency's 
operational  and  financial  management  needs  on  a  priority  basis? 

Answer.     These  plans  are  consistent  with  SSA's  planning 
process  which  integrates  all  key  levels  of  Agency  planning 
including  (1)  the  Agency  Strategic  Plan  (ASP)  which  gives  long- 
range  strategic  direction  to  supporting  shorter  term  plans,   (2)  the 
SSA  Information  Resources  Management  (IRM)  Plan  which  defines  the 
long-range  resources  and  activities  necessary  to  carry  out  all  of 
SSA's  information  management  activities  (automated  as  well  as 
nonautomated)  in  support  of  the  ASP  and  (3)  the  SSA  Information 
Systems  Plan  which  supports  the  ASP  and  IRM  plans,  new  legislative 
requirements,  user  initiatives  and  ongoing  systems  operations.  The 
specific  initiatives  mentioned  above  are  included  in  these  planning 
documents  and  their  priority  in  budget  requests  reflects  the  Agency 
priorities  defined  in  these  plans. 

Question.     What  do  your  field  staff  believe  are  the  most 
needed  systems  advances  to  help  them  meet  future  workloads? 

Answer.     The  SSA  field  staff  believe  that  the  most  needed 
systems  advances  are  ones  which  allow  all  employees  to  access  any 
required  data  base,  master  file  or  national  system  and  to  perform 
local  tasks  from  the  same  workstation  with  access  to  laser 
printers.     Contention  for  physical  access  to  computer  systems  would 
be  eliminated  and  employees  could  perform  the  full  computer  related 
functions  of  their  jobs  from  a  single  location.     They  are  also 
interested  in  technological  innovations  which  would  reduce  the  time 
required  by  a  paper  intensive  process- -examples  would  be 
technologies  for  the  storage  and  retrieval  of  Agency  procedures  and 
expanded  fax  capability  for  improved  communications. 

In  general,  the  field  staff  want  access  to  hardware  and 
software  that  allows  completion  of  any  customer  request  with  a 
minimum  of  call  backs,  subsequent  actions  or  referrals  to  other 
offices  to  respond  to  concerns.     We  are  doing  many  things  in 
response  to  their  needs.     Major  systems  software  initiatives  are 
underway,   including  refinements  in  the  title  II  claims  -  taking  and 
adjudication  process  and  the  postentitlement  online  systems.  The 
systems  communications,  query  and  input  facilities  are  being 
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updated  and  a  comprehensive  debt  management  system  is  being 
provided. 

The  modernization  of  the  Supplemental  Security  Income 
processes  is  a  major  project.     SSA  is  also  continuing  its 
automation  of  its  earnings  input,  adjustment  and  correction 
processes.     National  "800"  number-related  software  is  coming  online 
to  allow  the  scheduling  of  field  office  appointments  through  the 
teleservice  centers  and  to  permit  the  teleservice  center 
representatives  to  access  a  national  referral  directory  of 
other-agency  services. 

BACK-UP  SYSTEMS 

Question.     In  regard  to  back-up  systems  (a)  what  method  does 
SSA  currently  use  to  back-up  its  most  critical  data  bases  for 
making  program  payments  and  serving  the  public?  and  (b)  how  much 
does  this  back-up  system  cost  annually? 

Answer.     SSA  creates  regular  back-up  copies  of  our  critical 
programmatic  data  bases  and  production  software  libraries  and  sends 
them  for  storage  in  our  security  storage  facility. 

SSA  has  a  contract  to  provide  back-up  batch  processing 
capabilities.     In  case  of  an  emergency,  the  back-up  copies  of  the 
data  bases  and  software  libraries  would  be  used  at  the  vendor's 
site  to  provide  batch  programmatic  processing  capabilities.  The 
contract  Costs  $78,000  annually. 

EMPLOYER  WAGE -REPORTING 

Question.     Each  year  SSA  posts  hundreds  of  millions  of  dollars 
of  wages  into  its  suspense  account  because  it  cannot  identify  the 
correct  wage  earner's  account  for  posting.     What  is  SSA  doing  to 
reduce  the  number  and  amount  of  wages  it  cannot  post  to  individual 
accounts  each  year?     Can  IRS  help  in  this  regard?     In  what  way? 

Answer.     SSA  has  emphasized  in  a  variety  of  public  information 
and  employer  educational  materials  the  importance  of  employers 
providing  their  employees'   correct  Social  Security  numbers  on  wage 
reports  to  SSA.     Public  information  messages  have  urged  employees 
to  correct  any  Social  Security  cards  bearing  an  incorrect  name  or 
number.     In  addition,   SSA  has  appointed  a  special  " Intercomponent 
Workgroup  on  Reducing  the  Earnings  Suspense  File."     This  workgroup 
has  just  completed  a  report  making  several  suggestions  that  will 
substantially  reduce  the  number  of  items  being  placed  in  the 
earnings  suspense  file.     These  include  identifying  "problem" 
employers  who  file  many  wage  reports  with  incorrect  numbers  so  they 
can  be  provided  special  assistance  to  improve  their  reporting. 
Another  action  planned  is  to  pilot  the  effectiveness  of  having  SSA 
validate  employees'  numbers  for  the  payroll  of  selected  employers 
before  they  prepare  and  submit  wage  reports  to  SSA.     This  will 
allow  employers  time  to  correct  any  erroneous  numbers  before  any 
wage  reports  are  prepared  for  the  next  year. 

IRS  can  help  SSA  reduce  the  number  of  unposted  wages  in 
several  ways.     IRS  has  already  agreed  to  supply  taxpayer 
identification  data  from  its  files  for  SSA  to  use  in  identifying 
unposted  wage  reports.     In  addition,   SSA  has  asked,  and  IRS  has 
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agreed  to  enforce  current  penalties  for  filing  incorrect  wage 
reports  in  those  cases  where  employers  are  uncooperative  in 
reducing  large  numbers  of  wage  reports  with  incorrect  Social 
Security  numbers.     SSA  will  be  exploring  other  ways  IRS  can  help  as 
well--for  example,  by  revising  IRS  forms  and  procedures  to 
emphasize  the  importance  of  proper  reporting. 

"800"  BUSY  RATES 

Question.     On  October  1,   1989,   SSA  began  implementing  phase  2 
of  its  national  "800"  phone  service.     The  very  high  rate  of  busy 
signals  experienced  by  the  "800"  service  necessitated  SSA  having 
about  350  local  field  offices  restore  their  phone  service  on  a 
temporary  basis  to  relieve  the  overtaxed  "800"  service.  What 
immediate  steps  has  SSA  taken  to  bring  down  the  higher  rate  of  busy 
signals  that  have  been  experienced  during  fiscal  year  1991? 

Answer.     Our  immediate  efforts  to  address  the  high  busy  rates 
have  been  concentrated  on  increasing  call  answering  capacity, 
speeding  the  handling  of  certain  routine  calls  through  the  use  of 
an  automated  script  and  improving  call  routing. 

Between  the  months  of  September  and  November  1990,  300 
teleservice  representatives  (TSRs)  were  hired.     The  new  TSRs  have 
been  trained  and  are  now  answering  calls.     We  have  also  increased 
the  number  of  people  used  as  needed  to  staff  backup  answering  units 
to  provide  additional  call  answering  capacity  during  peak  calling 
periods.     Prior  to  January,  we  had  about  300  technicians  staffing 
two  backup  answering  units.     At  the  beginning  of  January,  we  added 
three  units  with  a  total  of  approximately  300  more  technicians.  By 
June,  we  '-'ill  add  a  fourth  unit  with  another  100  technicians. 

We  are  currently  using  an  automated  script  in  seven 
teleservice  centers  (TSCs)   to  speed  the  processing  of  certain  types 
of  routine  calls.     Callers  with  push  button  phones  can  choose  to 
have  simple  actions  or  requests  processed  without  waiting  to  talk 
to  a  TSR.     The  automated  services  include,   for  example,  requests 
for  Social  Security  numbers,  monthly  benefit  amount  verification 
and  requests  for  pamphlets.     Approximately  10  percent  of  the 
callers  that  have  access  to  this  service  use  it.     Their  calls  are 
handled  quickly  with  no  recontact  necessary.     The  faster  automated 
handling  of  these  actions  allows  more  calls  to  be  handled  which  in 
turn  helps  to  reduce  the  busy  rates. 

In  January,  we  also  implemented  a  revised  call  routing  plan 
which  directs  calls  as  close  as  possible  to  the  area  from  which 
they  originated.     With  this  more  sophisticated  plan  in  effect,  we 
can  also  better  direct  calls  to  locations  where  representatives  are 
available  to  serve  the  public. 

SSA  TELEPHONE  SERVICE 

Question.  Are  you  taking  any  actions  of  a  permanent  nature  to 
attempt  to  curb  the  high  rate  of  busy  signals  for  the  "800"  service 
in  the  future? 

Answer.     We  continually  evaluate  ways  to  improve  the  "800" 
number  service.     Technological  initiatives  are  evaluated  and 
utilized,   improved  call  routing  techniques  are  implemented  and 
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training  initiatives  are  undertaken  to  improve  the  quality  of 
service  to  the  public.     We  are  also  initiating  a  study  of  attrition 
rates  for  teleservice  representatives  in  an  effort  to  retain 
experienced,  highly  trained  employees  which  increases  overall 
productivity  and  ensures  quality  service. 

Because  of  the  popularity  of  the  "800"  number  and  the  growing 
demand  for  telephone  service  in  general,  additional  representatives 
are  needed  to  answer  the  phones  if  busy  rates  are  to  be 
significantly  improved.     As  part  of  his  request  for  release  of 
contingency  funds,  the  Secretary  asked  for  additional  resources  for 
SSA's  "800"  number  service.     The  recent  release  of  funds  from  the 
contingency  reserve  will  have  a  significant  and  positive  impact  on 
curbing  high  busy  rates. 

Question.     What  are  you  doing  to  determine  whether  additional 
staff  will  continue  to  be  needed  to  assist  the  "800"  service, 
including  how  many  staff  may  be  needed  and  where? 

Answer.     We  evaluate  past  call  volumes,  public  calling 
patterns  and  population  growth  patterns  to  develop  estimates  of  the 
call  capacity  needed  in  future  years  for  the  "800"  number  service. 
Based  on  these  projections,  we  evaluate  the  most  effective  ways  to 
m.eet  the  estimated  demand.     For  example,  new  technology  is 
continually  evaluated  to  provide  the  most  cost  effective  and 
productive  ways  to  handle  "800"  number  calls.     Staffing  needs  are 
also  projected  as  part  of  this  planning  effort. 

RESTORATION  OF  TELEPHONE  ACCESS  TO  LOCAL  FIELD  OFFICES 

Question.     On  November  5,  1990,  the  Omnibus  Budget 
Reconciliation  Act  of  1990  mandated  that  SSA  would  restore  the 
level  of  local  office  telephone  access  generally  available  in 
September  1989.     However,  there  were  no  provisions  in  the  Act 
authorizing  additional  funding  for  the  restoration  of  this 
telephone  access. 

What  are  the  one-time  and  recurring  costs  which  will  be 
incurred  by  SSA  in  having  local  telephone  companies  restore  local 
general  inquiry  lines  and  publish  the  new  local  office  phone 
numbers  and  addresses  in  local  phone  company  directories? 

Answer.     Recently  completed  preliminary  estimates  for 
one-time  and  recurring  costs  to  be  incurred  by  restoration  by 
telephone  companies  of  local  general  inquiry  lines  and  publication 
in  directories  of  local  telephone  numbers  for  offices  impacted  by 
section  5110  of  the  Omnibus  Budget  Reconciliation  Act  (OBRA)  of 
1990  are: 

•  Listing  numbers  in  telephone  directories  .   .   .  $190,472 

•  Restoring  general  inquiry  telephone  lines 

to  the  September  30,  1989  level   $150,600 

•  On- going  yearly  line  charges  to  restore 

telephone  lines    $310,320 

Orders  have  been  placed  to  list  numbers  in  telephone 
directories.     Complete  cost  data  are  not  available  at  this  time. 
These  estimates  do  not  include  the  costs  of  telephones,  worksites 
or  employees . 
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STAFFING  FOR  LOCAL  TELEPHONE  NUMBERS 

Question.     What  are  the  estimated  additional  staffing  costs 
which  may  be  incurred  by  SSA  to  meet  this  new  legislative  mandate? 

Answer.     Based  on  recent  preliminary  estimates  from  field 
offices  impacted  by  section  5110  of  OBRA  1990,  the  costs  for 
providing  staff  to  answer  general  inquiry  telephone  calls  at  the 
level  available  on  September  30,   1989  would  be  approximately 
$17  million. 

Question.  What  are  the  estimated  telephone  equipment  costs  the 
agency  would  incur  in  implementing  the  Act's  provisions? 

Answer.     The  preliminary  costs  estimated  for  purchasing  state- 
of-the-art  telephone  equipment,   including  call  sequencers  and 
telephones,   for  the  offices  impacted  by  section  5110  of  OBRA  1990 
are  about  $5  million. 

Question.  How  does  SSA  expect  to  provide  the  additional  funds 
to  meet  these  new  costs? 

Answer.     The  language  of  the  statute  grants  considerable 
flexibility  in  making  the  determination  as  to  how  best  to  provide 
the  public  with  access  to  local  offices  at  the  level  that  was 
"generally  available"  as  of  September  30,  1989.     We  do  not 
interpret  subsection  5110  (a)  as  requiring  the  reinstallation  or 
maintenance  of  the  exact  same  number  of  Social  Security  telephone 
lines  or  staff  that  were  available  on  September  30,  1989.     ,  ■  •    ,  . 

Likewise,   the  Congressional  Budget  Office  estimated  that  it 
would  cost  approximately  $1  million  for  SSA  to  comply  with 
subsection  5110  (a)  and  SSA's  budget  is  consistent  with  this.  This 
clearly  suggests  that  the  Congress  did  not  intend  that  the 
identical  number  of  telephones  or  employees  as  were  present  on 
September  30,   1989  be  maintained  or  established. 

LISTING  OF  LOCAL  OFFICE  PHONE  NUMBERS 

Question.     Last  fall  Congress  passed  legislation  requiring  you 
to  publish  in  telephone  directories  local  Social  Security  office 
numbers,  not  just  the  "800"  number.     How  much  workload  increase  do 
you  expect  this  change  to  create  for  local  office  staff? 

Answer.     It  is  impossible  at  this  time  to  predict  the  public 
preference  in  calling  the  local  office  vis-a-vis  the  "800"  number 
and  the  impact  on  workloads  in  these  offices.     We  expect  to  conduct 
studies  to  determine  the  impact  on  the  offices  as  the  local  numbers 
are  published  in  the  telephone  directories . 

Question.     When  do  you  expect  the  listing  of  local  office 
numbers  to  be  fully  implemented? 

Answer.     In  December,  we  initiated  action  to  place  orders  with 
local  telephone  companies  to  list  local  office  telephone  numbers  to 
restore  access  to  the  level  available  on  September  30,   1989.  Ail 
orders  will  be  placed  by  April  1,  but  due  to  the  wide-ranging 
publication  schedules  of  the  telephone  directories,  numbers  will 
not  be  listed  immediately.     By  April  1992,   92  percent  of  the 
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numbers  will  be  published  and  100  percent  will  be  available  by 
January  1993. 

Because  of  the  delay  in  publishing  directories,  we  have 
requested  directory  assistance  to  provide  the  local  numbers  as  soon 
as  possible.     By  July  1991,  about  97  percent  of  the  local  numbers 
will  be  available  through  directory  assistance. 

ACCURACY  OF  TELEPHONE  INFORMATION 

Question.     Your  report  on  service  indicators  is  somewhat  vague 
about  the  accuracy  of  information  given  over  the  national  "800" 
service  network.     In  last  year's  testimony,  you  referred  to  a 
national  quality  assurance  program  to  capture  such  information, 
begun  in  October  1989.     What  can  you  tell  us  about  the  accuracy  of 
information  the  public  receives  over  the  "800"  number? 

Answer.     As  part  of  SSA's  continuing  effort  to  improve  "800" 
number  service  to  the  public,  we  are  conducting  an  ongoing 
evaluation  of  the  accuracy  of  the  information  provided.     The  latest 
results  of  our  monitoring  indicate  that  less  than  3  percent  of  SSA 
responses  to  all  calls  involved  the  potential  to  adversely  affect 
payment  of  benefits  or  eligibility.     Note  that  the  accuracy  rate  is 
a  percentage  of  all  calls.     Per  our  work  with  the  General 
Accounting  Office,  we  will  be  separating  all  calls  into 
2  categories- -  those  that  could  affect  payment  and  those  that  do 
not.     We  will  then  be  able  to  provide  the  accuracy  rate  as  a 
percent  of  all  calls,  as  well  as  a  percent  of  only  those  calls 
affecting  payment. 

In  addition,  we  are  not  yet  satisfied  that  we  have  achieved  an 
assessment  process  that  is  as  consistent  as  possible  among  monitors 
throughout  the  nation.     We  are  actively  pursuing  modifications  to 
study  procedure  which  we  believe  will  provide  more  uniform  results 
and  better  corrective  action  for  the  components  being  evaluated. 

OIG  REPORTS 

Question.     The  OIG  issued  a  report  showing  that  SSA  modernized 
its  claims  processing  system  allowing  about  10,000  employees  to 
have  direct  access  to  all  the  key  functions  in  the  system  without 
implementing  sufficient  automated  controls  to  replace  separation  of 
duties  eliminated  in  the  process.     According  to  the  OIG,  without 
sufficient  preventive  controls  to  ensure  that  the  actions  taken  are 
appropriate  and  correct,  the  system  is  vulnerable  to  fraud,  waste, 
and  abuse.     What  additional  controls  does  SSA  plan  to  implement  to 
compensate  for  the  lack  of  separation  of  duties  in  the  claims 
process? 

Answer.     Release  2.7  of  the  modernized  claims  system  (MCS) , 
scheduled  for  September  1991,  will  have  the  capability  of 
identifying  the  personal  identification  number  (PIN)  holders  who 
were  substantially  involved  in  processing  any  particular  claim. 
SSA's  integrity  review  case  selection  will  focus  primarily  on  cases 
where  only  one  PIN  holder  was  involved. 

Release  2,8,  to  be  issued  after  September  1991,  will  expand  the 
MCS  interface  with  master  file  information  to  compare  applicant- 
supplied  identifying  information  for  each  auxiliary  and  survivor 
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claimant  to  master  file  records.     The  purpose  is  to  generate  a 
systems  control  alert  if  the  information  does  not  match.  Only 
management  officials  will  have  the  capability  to  override  the 
alert. 

This  release  will  also  expand  the  MCS  death  interface  to 
compare  death  information  from  master  files  for  all  claimants. 
Payments  will  be  prevented  until  death  information  discrepancies 
are  resolved. 

VERIFICATION  OF  CALLER  IDENTITY 

Question.     Another  OIG  report  showed  that  based  on  a  phone 
call,  SSA  employees  reinstate  payment  to  beneficiaries  that  were 
suspended  beca-use  checks  were  undeliverable ,     This  is  done  without 
verifying  that  the  phone  caller  is  the  beneficiary  or  ensuring  that 
the  beneficiary  is  alive.     Some  payments  made  based  on  these  phone 
calls  are  for  thousands  of  dollars.     Since  SSA  did  not  agree  that 
compensating  controls  are  necessary,  what  does  SSA  plan  to  do  to 
correct  the  potential  for  fraud? 

Answer,     SSA  has  had  policy  and  procedures  for  addressing  this 
in  its  operating  guides  for  several  years,     SSA  requires 
verification  of  all  entitlement  factors  before  reinstating 
benefits,  verification  of  address  and/or  direct  deposit  data  before 
reinstatement  following  a  nonpayment  status  of  9  months  or  more, 
and  verification  of  address  and/or  direct  deposit  information  if  a 
report  of  a  change  is  received  from  a  third  party, 

DEATH  MATCH  ;  ^Jyov; 

Question,     The  OIG  did  a  review  of  SSA's  processing  of 
beneficiary  death  alerts  and  found  that  during  a  3  month  period 
over  $34  million  in  payments  to  deceased  beneficiaries  were  made 
because  SSA  didn't  take  timely  action  on  death  alerts.  In 
addition,  about  19,000  field  employees  can  change  or  delete  death 
alerts  and  at  the  same  time  improperly  redirect  payments.  What 
action  has  been  taken  to  correct  this  problem? 

Answer,     OIG  indicated  that  the  reason  for  delays  was  that 
personnel  were  not  following  operating  guide  procedures.     Each  of 
our  10  regional  offices  has  assigned  a  "death  match  coordinator" 
who  is  responsible  for  monitoring  compliance  with  procedural 
instructions  for  processing  death  alerts. 

although  OIG  recommended  that  SSA  authorize  only  non- 
supervisory  management  to  delete  or  change  death  alert  information, 
SSA  did  not  agree  that  non- supervisory  personnel  is  the  best 
control  point.     SSA  is  developing  procedures  which  will  require 
regional  security  officers  to  use  death  alerts  to  monitor  changes 
and  deletions. 

SUGGESTIONS  TO  IMPROVE  WAGE  POSTING 

Question.     The  OIG  recently  completed  a  review  of  problems 
associated  with  posting  earnings  to  Social  Security  records  because 
of  the  worker's  name  or  Social  Security  number.     This  is  a  serious 
problem  because  if  earnings  are  not  posted,  workers  do  not  receive 
credit  for  work  that  could  eventually  entitle  them  to  Social 
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Security  benefits  or  that  may  affect  the  amount  of  their  benefits. 
The  review  showed  that  SSA's  systems  are  only  marginally  effective 
in  resolving  the  problems .     The  OIG  made  29  recommendations  that 
should  substantially  improve  SSA's  capability  for  posting  these 
earnings . 

What  action  does  SSA  plan  to  take  to  improve  the  posting  of 
workers'  earnings? 

Answer.     We  feel  very  keenly  the  responsibility  to  post 
earnings  accurately,  and  we  are  always  striving  to  do  it  better. 
We  realize  some  of  the  methods  for  resolving  Social  Security  number 
and  name  errors  in  wage  reporting  have  shortcomings,  and  we  are 
making  improvements.     One  of  our  major  initiatives  in  this  area  is 
the  earnings  modernization  project.     We  are  including  systems 
enhancements  to  resolve  some  of  the  problems. 

We  agree  with  the  OIG  recommendations.     In  fact,  a  workgroup  we 
set  up  earlier  presented  similar  ideas.     Some  of  the  actions  we  are 
taking  to  implement  them  are : 

•  designing  improved  correspondence  forms  to  elicit  better 
responses  from  employers  and  employees; 

•  evaluating  our  present  computer  applications  to  be  sure  the 
system  is  working  efficiently; 

•  electronically  processing  workloads  that  were  done  manually- - 
for  example,  the  Zoning  Improvement  Plan  (ZIP)  Code  exception 
workload; 

•  setting  up  tighter  controls  for  transmitting  earnings  tapes, 
minimizing  the  chances  that  data  will  be  posted  late; 

•  screening  undeliverable  mail  sent  to  employees  and  employers  so 
that  it  can  be  re-routed  quickly;  and 

•  expanding  our  public  education  program  to  make  more  people 
aware  of  how  important  it  is  to  report  accurate  earnings. 

IMPROVEMENTS  TO  TELEPHONE  SERVICE 

Question.     SSA's  "800"  telephone  system  has  been  the  focus  of 
much  congressional  interest  stemming  from  complaints  from  the 
public.     The  OIG  recommended  that  SSA  consolidate  its  "800"  centers 
to  give  SSA  flexibility  with  staffing  and  technology  for  service 
improvements.     Documentation  on  planning  efforts  at  SSA  indicated 
that  it  was  aware  of  the  advantages  of  physically  consolidating 
small  centers  into  fewer  sites  with  larger  staffs.     Therefore,  what 
steps  has  SSA  taken  to  consolidate  small  centers  into  larger  ones 
and  what  time  frame  has  been  established  for  completion  of  the 
consolidation? 

Answer.     Planning  is  underway  at  the  executive  level  within  SSA 
to  develop  a  framework  for  delivering  "800"  number  service  in  the 
next  3-5  years.     The  workgroup  is  considering  the  best  ways  to 
provide  staffing  flexibility,  maximize  the  use  of  technology  and 
improve  productivity.     As  part  of  this  effort,  the  workgroup  is 
evaluating  the  impact  of  changes  on  costs  under  FTS2000.     As  you 
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are  aware,  SSA's  "800"  number  telephone  service  will  be  transferred 
to  FTS2000  on  October  1,   1991.  .  ..    .  ,, 

MOVING  "800"  SERVICE  TO  FTS2000 

Question.     What  is  the  status  of  GSA's  plan  to  switch  your 
"800"  telephone  to  FTS2000? 

Answer:     The  migration  of  the  SSA  telecommunications  workload 
to  FTS2000  is  progressing  very  well.     The  "800"  number  service  and 
backbone  network  will  be  moved  by  September  27,   1991  and  September 
15,   1991  respectively.     The  transition  of  1,300  field  offices  to 
FTS2000  will  be  finished  by  December  31,  1991. 

Question.     How  much  more  would  this  cost  than  the  amount 
included  in  your  fiscal  1992  budget  request?  -  . 

Answer.     Our  FY  1992  budget  request  includes  $56,282,000  which 
is  our  current  estimate  of  "800"  number  line  charge  costs  under 
FTS2000.  :  . 

Question.     What  is  the  Social  Security  Administration's 
position  on  this  issue,  and  what  options  are  being  pursued  to 
resolve  this  issue? 

Answer.     We  are  concerned  about  the  migration  to  FTS2000 
because  our  "800"  number  will  be  changed.     After  exploring  other 
options,  we  learned  that  the  entire  Government  is  mandated  by  law 
to  migrate  to  FTS2000,     We  are  committed  to  doing  the  best  we  can  . 
to  make  this  transition  successful. 

AUTOMATED  MARRIAGE  DATA  EXCHANGE 

Question.     The  Inspector  General's  Office,   in  a  September  1990 
report,  urged  you  to  initiate  an  automated  marriage  data  exchange 
with  State  Bureaus  of  Vital  Statistics  to  issue  updated  Social 
Security  number  cards.     Do  you  agree  with  the  Inspector  General's 
estimate  that  this  would  save  $7  million  in  administrative  costs? 

Answer.     We  believe  that  although  the  concept  of  the  Inspector 
General's  proposal  is  good,   the  administrative  savings  would  be 
substantially  less  than  the  estimated  $7  million.     Because  many 
factors  are  unknown  at  this  time  it  is  difficult  to  determine 
whether  this  effort  would  be  cost  effective. 

The  Inspector  General's  estimate  is  based  on  estimated  savings 
of  SSA's  enumeration  at  birth  program.     We  think  that  the  savings 
generated  by  the  enumeration  at  birth  program  are  not  fully 
relevant  to  an  automated  marriage  data  exchange.     For  instance, 
while  all  of  the  States'  birth  records  are  fairly  consistent  in 
capturing  information  necessary  for  enumeration,  marriage  records 
differ  from  State  to  State  and  often  do  not  include  all  of  the 
information  necessary  for  SSA  to  issue  name  change  replacement 
cards.     In  fact,  only  one  State  captures  most  of  the  data  SSA  needs 
to  produce  a  replacement  card  and  only  30  States  have  computerized 
marriage  records.     Another  significant  difference  is  citizenship 
which  is  assumed  in  the  enumeration  at  birth  progranl  could  not  be 
assumed  in  the  automated  marriage  data  exchange  process.  For 
these  reasons,  the  Inspector  General's  proposal  would  require  us  to 
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enter  into  extensive  negotiations  with  each  State  in  order  to  get 
them  to  collect  and  submit  the  information  that  SSA  needs. 

Also,   the  Inspector  General's  estimate  does  not  consider  fees 
which  States  will,   in  all  likelihood,  charge  for  obtaining  and 
submitting  the  additional  information  needed  by  SSA. 

Finally,  we  believe  the  number  of  cases  resulting  in  edits  and 
alerts  which  our  field  offices  would  have  to  develop  will  be  much 
higher  than  the  3  percent  assumed  in  the  Inspector  General's 
estimate . 

Question.     What  is  being  done  to  implement  these 
recommendations? 

Answer.     We  have  no  objection,   in  principle,   to  using 
computerized  marriage  records  to  detect  unreported  marriages. 
However,  from  a  practical  point  of  view,  we  doubt  the  OIG  proposal 
would  be  cost  effective,  nor  would  it  be  a  workable  program. 
Overall,  we  considered  OIG's  projection  of  costs,  size  and 
complexity  of  workloads  to  be  significantly  underestimated. 
Moreover,   in  the  long  run,  we  believe  the  overall  administrative 
costs  would  substantially  reduce  any  savings  realized.  Therefore, 
SSA  did  not  concur  with  the  OIG  recommendation. 

SSA  AND  DOMESTIC  DISCRETIONARY  "CAPS" 

Question.     Some  members  of  Congress  maintain  that  Social 
Security  administrative  costs  should  be  excluded  from  the  domestic 
caps.     Explain  why  0MB  has  decided  to  include  these  administrative 
costs  within  the  domestic  discretionary  caps? 

Answer.     0MB 's  General  Counsel  (GC)  has  reviewed  the  question 
of  whether  the  Social  Security  trust  funds  should  be  excluded  from 
the  domestic  discretionary  spending  category.     The  GC  acknowledged 
that  the  Omnibus  Budget  Reconciliation  Act  of  1990  contains  a 
provision  generally  excluding  receipts  and  disbursements  of  the 
Social  Security  trust  funds  from  being  subject  to  sequestration 
under  the  Gramm-Rudman-Hollings  law. 

Several  other  provisions  in  the  law,  however,  support  the  other 
interpretation.     As  a  result,  the  GC  concluded  that  the  new  law 
best  supports  classifying  the  Social  Security  administrative 
expense  as  being  under  the  domestic  discretionary  cap. 


QUESTION  SUBMITTTED  BY  SENATOR  ARLEN  SPECTER 

PENDING  COURT  CASES 

Question.     Do  you  know  of  any  other  cases  that  are  currently 
pending  before  the  courts  that  could  potentially  have  the  same 
impact  on  SSA  as  the  Zebley  case? 

Answer.     Four  class  action  cases  are  currently  pending  before 
the  courts  that  could  potentially  have  a  major  impact  on  SSA.  I 
cannot  say  that  they  would  have  the  same  impact  as  Zebley  because 
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Zebley  is  currently  the  only  nationwide  class  action  against  the 
agency.     The  four  cases  are: 

•  Stieberger ,  et  al .  v.  Sullivan,  a  New  York  statewide  class 
action  which  challenges  the  amount  of  weight  afforded  to  the 
treating  physician's  opinion,  among  other  things.  Stieberger 
actually  challenges  SSA's  acquiescence  in  circuit  court  law. 

•  State  of  New  York,   eC  al.  v.  Sullivan,   a  New  York  statewide 
class  action  which  challenges  the  Secretary's  cardiovascular 
regulations . 

•  Hyatt,  et  al.  v.  Sullivan,  a  North  Carolina  statewide  class 
action  which  challenges  the  Secretary's  standard  for  evaluating 
pain. 

•  Johnson,  et  al .  v.  Sullivan,  an  Illinois  statewide  class  action 
which  challenges  the  Secretary's  standard  for  evaluating  non- 
severe  impairments . 


QUESTIONS  SUBMITTTED  BY  SENATOR  MARK  O.  HATFIELD 

RESOURCES  FOR  OUTREACH 

Question.     How  much  is  requested  in  your  FY  1992  budget  for 
this  outreach  program  and  how  much  will  be  carried  over  from  FY 
1991? 

Answer.     The  FY  1992  request  includes  $3  million  for  the  SSI 
outreach  project.     The  budget  assumes  the  $6  million  appropriated 
by  the  Congress  will  be  obligated  in  FY  1991.     However,  as  I  have 
said  previously,  before  we  spend  $6  million  in  FY  1991,  we  want  to 
make  sure  that  we  are  funding  projects  which  are  likely  to  succeed. 
Once  I  am  satisfied  we  will  get  meaningful  results,  we  will  fund 
new  cooperative  agreements  to  target  needy  populations  with  high 
levels  of  nonparticipation  in  the  Supplemental  Security  Income 
program  and  in  areas  of  limited  accessibility  due  to  rural  location 
or  language  barriers. 

Question.     How  many  grants  and  contracts  have  been  awarded  at 
this  time? 

Answer.  SSA  awarded  25  cooperative  grants  totalling  nearly  $3 
million  in  the  fall  of  1990. 

Question.     As  a  result  of  this  program,  how  many  people  have 
been  identified  as  eligible  for  SSI  benefits?    Are  all  of  these 
people  now  receiving  benefits? 

Answer.     23  of  25  cooperative  agreements  for  SSI  outreach 
demonstration  projects  became  operational  on  October  1,  1990;  one 
began  on  December  1  and  the  other  on  February  1  of  this  year.  The 
actual  outreach  from  most  of  these  projects  Ijegan  in  the  second 
quarter  of  FY  1991.     Although  it  is  too  early  to  have  accurate 
counts  of  individuals  identified  as  eligibles  through  these 
25  cooperative  grants,  we  have  a  tracking  system  in  place  from 
which  to  obtain  such  data. 
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Question.     I  understand  that  the  Administration  on  Aging  and 
the  Health  Care  Financing  Administration  are  also  participating  in 
this  effort.     How  much  are  these  agencies  contributing  to  the  cost 
of  the  outreach  program? 

Answer.     Through  a  Memorandum  of  Understanding  signed  by  the 
heads  of  SSA,   the  Administration  on  Aging  (AoA)  and  the  Health  Care 
Financing  Administration  (HCFA)  in  late  1989,  agencies'  staff 
coordinated  a  number  of  projects  on  behalf  of  the  elderly.     As  a 
result  of  collaborative  effort,  AoA  awarded  7  grants  totaling  about 
$1  million  in  FY  1990  which  focus  on  SSA's  SSI  outreach  program. 

Also,  both  AoA  and  HCFA  were  very  supportive  of  SSA's 
representative  payee  outreach  effort  and  helped  SSA  to  identify 
organizations  which  would  serve  as  representative  payees  for 
persons  unable  to  manage  their  own  funds.     AoA  and  SSA  are  jointly 
funding  a  grant  to  improve  the  selection  process  for  representative 
payees . 

Finally,  AoA,  SSA  and  HCFA  are  jointly  and  individually  engaged 
in  a  number  of  efforts  to  improve  client  education  and  access  to 
agency  programs  and  processes,   including  the  development  of  a 
pamphlet  for  joint  use  containing  simple  descriptions  of  each 
agency's  eligibility  requirements.     These  activities  will 
contribute  to  SSA's  efforts  to  reach  the  many  individuals  who  are 
eligible  for  benefits  but  have  not  yet  applied  for  them. 


QUESTION  SUBMITTTED  BY  SENATOR  HARRY  REID 

'    >    *       ^  CHRONIC  FATIGUE  SYNDROME 

Question.     Nevadans  seeking  Social  Security  disability  benefits 
for  Chronic  Fatigue  Syndrome  have  experienced  many  difficulties 
obtaining  them,  which  has  resulted  in  a  lot  of  constituent 
complaints  to  my  State  offices.     The  Subcommittee  on  Appropriations 
asked  SSA  for  a  report,  by  the  end  of  the  first  quarter  of  this 
fiscal  year,  on  disability  matters  related  to  chronic  fatigue 
syndrome.     Has  this  report  been  issued?    Can  you  sunimarize  this 
report  for  us? 

Answer,     The  report  on  chronic  fatigue  syndrome  (CFS)  was 
forwarded  to  the  Committee  on  March  15,  1991,     The  report 
summarizes  the  medical  community's  knowledge  about  this  condition. 
While  a  number  of  research  initiatives  are  underway  to  determine 
the  underlying  reasons  and  causes  for  the  varied  manifestations  of 
the  disorder,  the  etiology  and  pathology  of  the  disorder  have  not 
yet  been  established.     Also,  there  is  no  standard  laboratory  test 
currently  available  that  is  specific  for  the  diagnosis  of  CFS. 

Because  symptoms  alone  are  insufficient  to  establish  disability 
under  the  law,  CFS  cases  are  being  carefully  adjudicated  on  a  case- 
by-case  basis  using  the  totality  of  the  available  evidence-- 
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including  a  thorough  evaluation  of  the  claimant's  clinical  course 
and  the  impact  of  the  disorder  on  his  or  her  functional 
capabilities. 

The  report  summarizes  SSA's  initiatives,   including  updates  of 
our  guidelines  for  adjudicating  such  cases  and  refresher  training 
given  to  the  disability  adjudicators  who  process  these  cases,  and 
cites  our  cooperative  ventures  with  other  health  agencies  and  the 
special  internal  review  initiative  scheduled  for  completion  this 
spring. 

SUBCOMMITTEE  RECESS 

Senator  Harkin.  Thank  you.  The  subcommittee  will  stand  in  re- 
cess until  10  a.m.,  Tuesday,  March  12,  when  we  will  meet  in  SD- 
192  to  hear  from  the  Office  of  the  Assistant  Secretary  for  Health, 
Agency  for  Health  Care  Policy  and  Research,  and  Centers  for  Dis- 
ease Control. 

[Whereupon,  at  4:04  p.m.,  Thursday,  March  7,  the  subcommittee 
was  recessed,  to  reconvene  at  1  p.m.,  Tuesday,  March  12.] 


DEPARTMENTS  OF  LABOR,  HEALTH  AND 
HUMAN  SERVICES,  AND  EDUCATION,  AND 
RELATED  AGENCIES  APPROPRIATIONS  FOR 
FISCAL  YEAR  1992 


TUESDAY,  MARCH  12,  1991 

U.S.  Senate, 

Subcommittee  of  the  Committee  on  Appropriations, 

Washington,  DC. 
The  subcommittee  met  at  10:07  a.m.,  in  room  SD-192,  Dirksen 
Senate  Office  Building,  Hon.  Tom  Harkin  (chairman)  presiding. 

Present:  Senators  Harkin,  Bumpers,  Adams,  Specter,  and  Ste- 
vens. 

DEPARTMENT  OF  HEALTH  AND  HUMAN  SERVICES 
Office  of  the  Assistant  Secretary  for  Health 

STATEMENT  OF  DR.  JAMES  O.  MASON,  ASSISTANT  SECRETARY 

ACCOMPANIED  BY: 

J.  MICHAEL  McGINNIS,  M.D.,  DEPUTY  ASSISTANT  SECRETARY  FOR 
HEALTH  (DISEASE  PREVENTION  AND  HEALTH  PROMOTION) 

WILLIAM  R.  ARCHER,  MJ).,  DEPUTY  ASSISTANT  SECRETARY  FOR 
POPULATION  AFFAIRS 

WILUAM  A  ROBINSON,  MJ).,  M.P.H.,  DIRECTOR,  OFFICE  OF  MINOR- 
ITY HEALTH 

KENNETH  J.  BART,  M.D.,  M.PJI.,  DEPUTY  DIRECTOR,  NATIONAL 

VACCINE  PROGRAM 
ANTHONY  L.  ITTEILAG,  DEPUTY  ASSISTANT  SECRETARY  FOR 

HEALTH  MANAGEMENT  OPERATIONS 
W.  HARELL  LITTLE,  DIRECTOR,  DIVISION  OF  PUBLIC  HEALTH 

SERVICE  BUDGET 
DENNIS  P.  WILLIAMS,  DEPUTY  ASSISTANT  SECRETARY,  BUDGET, 

DEPARTMENT  OF  HEALTH  AND  HUMAN  SERVICES 

OPENING  REMARKS  OF  SENATOR  HARKIN 

Senator  Harken.  Good  morning.  The  Appropriations  Sub- 
committee on  Labor,  Health  and  Human  Services,  and  Education 
will  come  to  order.  I  apologize  to  all  of  you  for  being  a  little  late 
this  morning. 

This  morning  we  will  hear  testimony  first  fi-om  Dr.  James 
Mason,  Assistant  Secretary  for  Health  concerning  the  1992  budget 
request  for  the  Public  Health  Service.  He  will  be  followed  by  Dr. 
J.  Jarrett  Clinton  from  the  Agency  for  Health  Care  Policy  and  Re- 
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search.  Then  we  will  conclude  this  morning  with  testimony  from 
Dr.  William  Roper,  Director  of  the  Centers  for  Disease  Control. 

The  fiscal  year  1992  request  for  the  Public  Health  Service  is 
$15.6  billion,  which  is  3.3  percent  more  than  last  year.  Excluded 
from  this  total  but  within  the  Public  Health  Service  are  budget  re- 
quests for  the  Food  and  Drug  Administration  and  the  Indian 
Health  Service.  These  agencies  fall  under  the  jurisdiction  of  the  Ag- 
riculture and  Interior  Appropriations  Subcommittees. 

Dr.  Mason,  first  I  want  to  commend  you  for  the  level  of  effort 
that  you  have  devoted  to  actively  pursuing  the  Nation's  1990  and 
2000  health  care  objectives.  Certainly  the  three  overall  national 
health  goals  that  you  have  outlined — increasing  the  healthy  life- 
span of  the  population,  reducing  health  disparities,  and  achieving 
access  to  preventive  services  for  all  Americans — are  critical  ones  if 
we  hope  to  begin  the  next  century  as  a  productive  and  vigorous  Na- 
tion. 

I  am  concerned,  however,  that  we  have  met  only  one-half  of  the 
1990  health  objectives  and  that  diseases  that  we  once  thought  were 
nearly  eradicated  such  as  tuberculosis  are  on  the  increase  again. 

Recently,  I  along  with  several  other  Senators,  introduced  legisla- 
tion which  we  hope  will  get  us  on  the  right  track  to  meet  the  goals 
that  we  have  set  for  the  year  2000.  This  is  a  package  of  seven  bills 
to  expand  the  number  of  prevention  programs  available  for  yoimg 
people  and  adults.  That  legislation  includes  Medicare-reimbursed 
breast  cancer  screening  for  women  age  50  and  over;  a  wider  range 
of  health  promotion  programs  targeted  to  older  Americans;  and  a 
comprehensive  50-State  program  to  educate  children  and  adults  on 
the  dangers  of  lead  poisoning. 

I  believe  this  legislation  will  ensure  that  we  use  our  health  dol- 
lars to  promote  wellness  today  instead  of  devoting  resources  to 
costly  treatments  tomorrow.  I  keep  saying.  Dr.  Mason,  that  we  are 
very  good  in  this  country  at  patching  and  filling  and  mending  and 
remedying  things.  We  spend  $700  billion  per  year  on  health  care, 
and  less  than  1  percent  of  that  goes  to  prevention.  I  think  that  it 
is  time  to  start  reversing  that. 

We  have  to  put  more  emphasis,  I  believe,  on  prevention  and  on 
wellness.  That  starts  in  medical  schools.  This  is  beyond  your  juris- 
diction, of  course,  but  I  am  just  sort  of  sketching  out  the  picture, 
drawing  the  picture  where  I  think  we  ought  to  be  going  and  where 
I  intend  to  hopefully  get  this  subcommittee  directed.  That  is  one 
of  the  goals  that  you  have  outlined,  too,  and  I  appreciate  that.  We 
need  to  get  more  attuned  to  prevention.  Quite  frankly,  the  Public 
Health  Service  can  play  a  very  active  and  leading  role  in  that. 

So,  I  am  pleased  to  see  that  your  budget  request  reflects  a  com- 
mitment to  these  preventive  services.  I  understand  that  about  $5.4 
billion  of  your  total  request  this  year  falls  under  the  category  of 
prevention  spending.  I  appreciate  that.  That  is  about  a  7.4-percent 
increase  over  last  year.  I  look  forward  to  anything  you  have  to  say 
about  these  programs  this  morning. 

There  is  one  other  issue  that  I  wanted  to  highlight  for  you  and 
discuss  this  morning;  that  is,  the  issue  of  family  planning.  I  am 
concerned  with  reports  I  have  heard  that  the  Department  intends 
to  centralize  the  award  of  family  planning  funds  in  Washington, 
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and  I  want  to  discuss  that  with  you  perhaps  in  our  question  and 
answer  session. 

Dr.  Mason,  we  are  pleased  to  have  you  with  us  this  morning.  I 
will  leave  the  record  open  at  this  point  for  any  statements  which 
Senator  Specter,  our  ranking  member,  may  wish  to  make,  and  at 
this  time  would  recognize  the  distinguished  Senator  from  Alaska 
for  any  opening  statement  he  has. 

Senator  Stevens.  No;  I  have  no  opening  statement.  I  am  sort  of 
wandering  between  subcommittee  meetings  today,  so  I  will  be  back 
later  after  we  have  another  one.  Thank  you  very  much. 

PREPARED  STATEMENT 

Senator  Harkin.  Dr.  Mason,  welcome,  and  please  proceed  as  you 
so  desire.  Your  complete  statement  will  be  included  in  tiie  record. 
[The  information  follows:] 


STATEMENT  OF  JAMES  O.  MASON 

Mr.  Chairman  and  Members  of  the  Subcommittee: 

I  am  pleased  to  appear  before  you  again  to  discuss  the 
Fiscal  Year  (FY)  1992  budget  request  for  the  Public  Health 
Service  (PHS). 

The  discretionary  budget  request  for  PHS  agencies  under  the 
jurisdiction  of  this  Subcommittee  totals  $15.3  billion,  an 
increase  of  $5A2  million,  or  3.7  percent  over  FY  1991 
appropriations . 

This  represent  a  deep  commitment  on  the  part  of  the 
President  and  the  Secretary  of  Health  and  Human  Services  to  the 
major  health  problems  that  we  as  a  Nation  face. 

I  am  committed  to  the  idea  that  in  these  difficult 
budgetary  times,  government  must  make  the  most  possible  sense 
out  of  every  dollar  available  to  help  us  meet  the  needs  of  the 
people  we  serve. 

This  budget  proposal  is  an  effort  to  do  just  that.  Thus, 
we  have  grouped  our  spending  priorities  around  three  principal 
theme  s : 

--   The  prevention  of  disease  with  special  emphasis  on  health 
promotion  and  prevention  of  infant  mortality  and  childhood 
diseases; 

--   The  stabilization  and  enhancement  of  biomedical  research. 

The  enhancement  of  Anti-Drug  Abuse  activities. 

Let  me  outline  for  you  some  of  the  major  elements  of  this 
proposal  as  they  relate  to  these  priorities. 

Many  of  the  prevention  activities  envisioned  under  this 
proposal  center  around,  or  stem  from,  Healthy  People  2000. 
which  Secretary  Sullivan  unveiled  last  fall. 

This  is  a  truly  national  plan  of  300  measurable  targets  to 
enhance  the  healthy  lives  of  our  people  by  reducing  preventable 
death,  disease  and  disability. 

It  was  formulated  under  the  leadership  of  the  PHS  in  close 
consultation  with  nearly  300  Federal,  State,  local  and 
voluntary  health  agencies  and  organizations. 

The  subtitle  of  this  document  is  "National  Health  Promotion 
and  Disease  Prevention  Objectives."     Its  implementation  will 
require  the  direct  involvement  of  every  sector  of  our  society. 
Most  important  to  its  implementation  will  be  the  attitudes  and 
behavior  of  the  American  people  themselves. 

We  recognize  that  the  kind  of  prevention  envisioned  in 
Healthy  People  2000  calls  for  difficult  changes.      Perhaps  the 
most  difficult  of  all  are  changes  in  personal  behaviors.  So 
much  of  the  needless  suffering  and  death  that  afflict  our 
citizens  could  have  been  avoided  if  different  choices'  had  been 
made  about  how  they  have  lived  their  lives:  smoking 
cigarettes,  poor  dietary  habits,  abusing  alcohol  and  drugs, 
recklessness  in  the  use  of  automobiles,  promiscuous  sexual 
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activity  and  violence  directed  at  others  and  at  themselves — 
all  take  a  huge  toll  in  American  lives. 

These  changes  may  be  the  most  difficult  preventive  actions 
to  take  because  so  many  are  so  rooted  in  social  problems,  such 
as  disintegrated  families,  drug-infested  communities,  and  a 
general  culture  that  seems  to  support  excess  rather  than 
moderation  and  mutual  care.    PHS  intends  to  sharpen  its 
efforts,  in  cooperation  with  partners  in  the  private  sector  and 
the  States,  to  address  health  education  and  information  so  as 
to  support  enhancement  of  personal  responsibility  and  family 
and  community  support  for  healthy  personal  behavior. 

Equally,  this  budget  proposal  recognizes  that  prevention 
calls  for  changes  in  the  physical  and  social  environment, 
especially  of  those  at  highest  risk  for  preventable  disease  and 
death.     For  example,  as  stated  in  the  Strategic  Plan  for  the 
Elimination  of  Childhood  Lead  Poisoning,  "Lead  poisoning  is  the 
number  one  preventable  environmental  hazard.    High  blood  levels 
of  lead  can  lead  to  irreversible  learning  disabilities,  thus, 
robbing  those  children  of  the  ability  to  reach  their  fullest 
potential" . 

And  finally,  we  recognize,  and  indeed  we  emphasize,  the 
need  for  changes  in  the  availability  and  provision  of 
preventive  services.    We  contend  that  it  is  time  to  redress  the 
balance  and  to  put  what  we  know  about  prevention  into  this 
Nation's  health  care  practice. 

You  will  see  this  intent  in  the  President's  budget  request 
for  FY  1992:     from  the  emphasis  on  prenatal  care  to 
immunizations  to  early  detection  and  control  of  breast  and 
cervical  cancer.     In  a  year  when  we  all  recognize  the 
imperative  to  restrain  spending,  we  are  seeking  increases  in 
preventive  services. 

Healthy  People  2000 's  challenge  to  the  Nation  to  increase 
the  span  of  healthy  life  for  Americans  rests  on  three  kinds  of 
changes:     in  behavior,  in  environment,  and  in  services. 
Perhaps  no  single  national  problem  better  exemplifies  the  need 
for  all  three  approaches  than  the  national  shame  of  infant 
mortality,  about  which  I  will  have  more  to  say. 

HEALTH  PROMOTION  AND  DISEASE  PREVENTION 

In  1989,  the  Nation's  spending  on  health  reached 
$60A  billion,  or  about  11.6  percent  of  our  Gross  National 
Product,  up  from  11.2  percent  in  1988  and  8.6  percent  10  years 
earlier.     Clearly,  something  needs  to  he  done.  Preventing 
illnesses  and  injuries  is  a  major  way  to  increase  the  quality 
of  life  and  diminish  the  burden  of  health  care  costs  in  the 
long  run. 

Secretary  Sullivan  has  stated  that  "good  health  must  be 
an  equal  opportunity,  available  to  all  Americans".     Some  of 
that  equal  opportunity  we  can  provide  for  ourselves. 

Although  the  current  generation  of  Americans  enjoys  the 
longest  life  expectancy  (75  years)  of  any  in  the  Nation's 
history,  preventable  illnesses  and  conditions  still  cause 
death,  disability  and  disease  among  many  Americans.     About  half 
of  the  2.2  million  deaths  which  occur  in  the  U.S.  every  year 
are  potentially  preventable,  as  are  many  of  the  illnesses  that 
afflict  millions  of  Americans.    One  national  goal  is  to  avoid 
having  people  become  sick  from  preventable  illnesses  and 
injuries,  and  to  reduce  the  number  of  years  of  potential  life 
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lost  due  to  preventable  conditions.    By  not  waiting  for  people 
to  require  treatment,  prevention  can  both  improve  lives  and 
reduce  medical  costs. 

The  state  of  infant  health  is  often  regarded  as  an 
indication  of  a  society's  economic  development  and  medical 
sophistication.     By  this  standard,  it  is  appalling  that  the 
United  States  ranks  24th  in  infant  mortality.    While  our 
Nation's  infant  mortality  rates  are  improving,  the  rate  of 
decline  has  slowed  in  recent  years,  to  annual  reductions  of 
less  than  two  percent  a  year.     The  rates  for  blacks  and  several 
other  minority  groups  remain  unacceptably  high.      Many  of  these 
infant  deaths  can  be  avoided  through  early  intervention 
activities . 

To  better  address  this  priority,  one  prevention  activity 
that  the  Health  Resources  and  Services  Administration  (HRSA)  is 
beginning  in  FY  1991  and  continuing  in  earnest  with  this 
request  is  called  "Healthy  Start".     Its  purpose  is  to  target  10 
areas  in  the  United  States  that  have  extremely  high  rates  of 
infant  mortality  for  special  and  intensive  intervention 
activities  that  are  designed  to  bring  more  pregnant  women  into 
early  prenatal  care. 

Bringing  women  into  the  care  system  early  in  pregnancy 
allows  many  problems  to  be  avoided  altogether  or  identified, 
treated,  and  managed  before  they  adversely  affect  the  fetus. 
Unfortunately,  high  risk  women  are  less  likely  than  other  women 
to  get  appropriate  prenatal  care.    We  need  to  change  this  and 
ensure  that  the  necessary  providers  and  services  are  also 
available.     We  also  need  to  learn  what  really  works  at  the 
community  level  so  we  can  "export"  the  most  productive 
techniques  we  discover  in  intensified  projects  like  those  we 
envision  in  "Healthy  Start"  to  all  other  areas  of  the  Nation. 
The  keystone  of  this  program  is  innovation.    We  want 
communities  to  show  us  what  they  think  needs  to  be  done  and  how 
they  would  go  about  doing  it,  and  then  join  us  in  a  commitment 
to  results .     Our  target  is  a  50  percent  reduction  in  the  infant 
mortality  rates  in  the  selected  areas  over  5  years. 

The  HRSA  Healthy  Start  projects  will  also  address  the  need 
for  prevention  efforts  and  treatment  services  for  behaviors 
harmful  to  the  fetus  during  pregnancy,  especially  smoking, 
alcohol  and  drug  abuse,  and  poor  nutrition. 

However,  access  to  services  is  not  sufficient.  Healthy 
Start  will  also  seek  to  enlist  the  efforts  of  the  community  and 
the  families  as  partners  in  the  effort  to  reduce  infant 
mortality.     Projects  will  encourage  development  of  a  social 
environment,  including  the  family  and  expectant  fathers,  to  get 
the  message  across  that  doing  drugs,  drinking,  and  smoking  are 
unacceptable  for  a  pregnant  woman.    And,  projects  will  build  on 
a  network  of  community  organizations  --schools,  churches, 
businesses  --  to  reach  pregnant  women  with  the  message  that 
they  need  to  come  in  for  care  and  where  to  get  services. 

I  am  very  pleased  that  the  President's  budget  emphasizes 
prevention  programs  throughout  our  request.     For  example,  the 
Centers  for  Disease  Control  (CDC),  our  national  prevention 
agency,  would  receive  $1.4  billion  under  this  budget.     This  is 
an  $85  million  increase  over  FY  1991. 

With  increased  funds  for  prevention  in  FY  1992,  CDC  will 
expand  the  application  of  proven  prevention  strategies,  with 
special  attention  to  children  and  adolescents,  women,  and 
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economically  disadvantaged  populations.     Increases  will  provide 
funds  for  CDC  programs  on  smoking  and  health,  breast  and 
cervical  cancer  mortality  prevention,  injury  control, 
tuberculosis  control,  and  prevention  effectiveness. 

I  CDC  will  also  emphasize  programs  that  focus  on  the  health 

of  children,  such  as  elimination  of  lead  poisoning, 
immunization,  reduction  of  infant  mortality,  and  prevention  of 
congenital  syphilis.     CDC  will  also  work  to  improve  the 
Nation's  public  health  system  --  a  need  demonstrated  by  the 
Institute  of  Medicine's  report.  The  Future  of  Public  Health. 
With  increased  funds  for  the  Preventive  Health  and  Health 
Services  block  grant,  CDC  will  be  better  able  to  track 
progresstoward  the  disease  prevention  and  health  promotion 
objectives  set  out  in  Healthy  People  2000.    Other  PHS  agencies, 
not  under  the  jurisdiction  of  this  Subcommittee  (the  Food  and 
Drug  Administration,  the  Indian  Health  Service  and  the  Agency 
for  Toxic  Substances  and  Disease  Registry)  will  also  play 
strong  health  promotion  and  disease  prevention  roles  in  our 
efforts  to  achieve  the  objectives  included  in  Healthy  People 

i  2000, 

^  BIOMEDICAL  RESEARCH 

The  benefits  of  biomedical  research  lead  directly  to 
improvements  in  the  Nation's  health  status  and  reductions  in 
the  societal  cost  of  illnesses.    Biomedical  research  builds  for 
the  future,  enhances  the  competitiveness  of  the  United  States 
in  science  and  technology,  yields  innovations  that  can  be 
developed  by  industry,  and  contributes  to  a  climate  of 
increased  private  sector  investment  in  applied  and 
developmental  research.     Basic  research  is  also  the  bedrock  of 
prevention  activities  for  the  future. 

il  In  the  research  area,  the  FY  1992  budget  requests 

I     $8.8  billion  for  the  National  Institutes  of  Health  (NIH)  and 
$1.1  billion  for  the  Alcohol,  Drug  Abuse  and  Mental  Health 
Administration  (ADAMHA) .     This  request  continues  the 
Administration's  investment  in  biomedical  research  and  research 
training,  while  at  the  same  time,  enhancing  biomedical  science 
opportunities  and  promoting  science  education  and  literacy  in 
I     the  United  States. 

Investigator  initiated  research  continues  to  be  a  very  high 
priority  of  the  PHS.     The  FY  1992  budget  requestr-will  support 
24,291  research  project  grants,  665  more  than  in  FY  1991.  The 

j     NIH  portion  of  this  request  (21,818  grants,  a  632  grant 

increase)  represents  the  highest  grant  level  ever  funded.  In 

I     addition,  we  will  be  able  to  increase  the  amount  of  the  average 
award  by 
5.6  percent. 

The  Agency  for  Health  Care  Policy  Research  will  continue  to 
support  research  studies  to  improve  the  effectiveness  and 
iji     appropriateness  of  health  care  by  enhancing  our  understanding 
!p     as  to  what  medical  and  surgical  interventions  are  most 
'  effective. 

ANTI-DRUG  ABUSE  ACTIVITIES 

The  "War  on  Drugs"  continues  to  show  success.  Current 
jlj     overall  drug  use  has  declined  11  percent  from  1988  to  1990. 
!|    Adolescent  drug  use  has  declined  13  percent  during  the  same 

period  of  time.  Occasional  cocaine  use  has  declined  29  percent 
and  frequent  cocaine  use  has  declined  23  percent.  Current 
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adolescent  cocaine  use  has  declined  49  percent.    Drug  related 
medical  emergencies  have  been  reduced  18  percent. 

This  budget  proposal  continues  the  PHS  commitment  to  the 
"War  on  Drugs"  by  requesting  an  additional  $117  million  for 
anti-drug  abuse  activities  aimed  at  research,  treatment  and 
prevention  in  ADAMHA  and  FDA.     Long  term,  stable,  and  concerted 
efforts  are  beginning  to  show  that  improved  prevention  and 
treatment  programs  and  techniques  can  be  developed. 

A  new  $99  million  Treatment  Capacity  Expansion  Program  will 
be  instrumental  in  closing  the  gap  in  treatment  services.  The 
purpose  of  this  program  is  to  assist  states  to  expand  effective 
and  comprehensive  drug  treatment.     Special  emphasis  will  be 
placed  on  high-risk  populations,  with  careful  attention  to  the 
unique  needs  of  racial  and  ethnic  minorities,  pregnant  and 
postpartum  women  and  their  substance-exposed  infants,  the 
homeless,  residents  of  public  housing,  and  adolescents 
(particularly  those  involved  with  the  criminal  justice  system). 
The  new  program,  together  with  other  ADAMHA  programs,  will 
increase  FY  1991  treatment  levels  by  about  25,000  people. 

MINORITY  HEALTH 

The  PHS  budget  includes  $485  million  of  activities  that 
directly  impact  minority  health,  a  $47  million  increase  over 
FY  1991.    Highlights  of  this  request  include:     $15  million  to 
provide  extramural  construction  at  Historical  Black  Colleges 
and  Universities  and  similar  institutions  so  that  researchers 
at  minority  institutions  may  be  better  able  to  compete  for  NIH 
research  grants;  recapitalizing  HRSA's  Health  Professions 
Student  Loan  program  ($12  million)  and  expanding  the  National 
Health  Service  Corps  scholarship  and  loan  repayment  program 
($5  million)  to  provide  additional  loan  repayments  and 
scholarships  to  disadvantaged  and  minority  health 
professionals;  and  $9  million  for  NIH  HIV/AIDS  research 
activities . 

HIV  INFECTION  AND  AIDS :     RESEARCH  AND  PREVENTION 

AIDS  continues  to  be  a  major  public  health  problem  in  the 
nation  and  around  the  world.     In  the  last  12  months,  more  than 
42,000  new  cases  were  reported.    Women  are  now  almost  12 
percent  of  new  cases.    Almost  800  new  cases  in  children  were 
reported  last  year;  nearly  90  percent  of  them  were  born  to  an 
infected  woman. 

The  epidemic  continues  to  ravage  our  racial  and  ethnic 
minority  populations:    Among  men,  more  than  41  percent  of  cases 
are  in  minorities.     For  women,  the  figure  is  more  than 
73  percent,  and  for  children  with  AIDS  it  is  above  78  percent. 
Most  cases  continue  to  occur  in  the  large  cities  of  our  Nation, 
but  increasingly  reports  of  cases  are  coming  from  smaller 
cities,  towns  and  rural  areas  across  our  country. 

In  the  face  of  these  problems,  our  budget  request  of 
$1.9  billion  for  AIDS  reflects  a  continuing  emphasis  on  the 
basic  areas  in  which  we  have  the  best  opportunity  for  long- 
term  benefits  (basic  research,  development  and  testing  of  new 
therapies  and  vaccines,  and  risk  assessment,  education,  and 
prevention  programs).    We  have  also  requested  monies  to 
continue  treatment  programs  authorized  under  the  Ryan  White 
Comprehensive  AIDS  Resources  Emergency  (CARE)  Act.    Also,  we 
are  requesting  money  for  CDC  prevention  programs  under  Title 
III  of  the  CARE  Act.    We  are  concerned,  however,  that  this 
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authorization  divides  the  money  between  traditional  prevention 
efforts  and  early  intervention  activities  for  people  who  are 
infected,  thus,  reducing  monies  available  for  counseling, 
testing,  and  partner  notification  programs. 

OFFICE  OF  THE  ASSISTANT  SECRETARY  FOR  HEALTH  BUDGET  REQUEST 

The  major  programs  funded  in  the  FY  1992  budget  request  for 
the  Office  of  the  Assistant  Secretary  for  Health  (OASH),  focus 
on  finding  approaches  that  encourage  healthy  behavior  and 
lifestyle  changes.     The  Adolescent  Family  Life  (AFL)  Program, 
with  a  budget  request  of  $12  million,  is  the  only  Federal 
program  solely  focused  on  the  complex  issues  and  problems  of 
early  adolescent  sexual  behavior,  adolescent  pregnancy  and 
parenting.     An  increase  of  $4  million  in  the  AFL  program  will 
permit  support  of  evaluation  intensive  projects  to  measure  the 
effects  of  new  and  innovative  approaches;  increase  the 
geographic  scope  and  range  of  intervention  model 
demonstrations;  and  increase  the  number  of  research  projects. 

I  The  Office  of  Disease  Prevention  and  Health  Promotion 

oversees,  coordinates  and  manages  the  "Healthy  People  2000" 
objectives.     In  implementing  the  objectives,  the  Office 
provides  special  focus  to  school  health  and  worksite  health 
promotion.     The  Office  also  is  responsible  for  coordinating  the 
Department's  nutrition  policy  with  the  Department  of 
Agriculture.     The  FY  1992  President's  Budget  includes 
$4.6  million  for  these  efforts. 

The  President's  Council  of  Physical  Fitness  and  Sports, 
with  a  $1.4  million  budget  request,  is  responsible  for 
promoting  knowledge  and  understanding  about  physical  fitness, 
sports  and  health  as  well  as  encouraging  participation  in 
physical  fitness  activities. 

The  Office  of  Minority  Health  has  assumed  increasing 
responsibilities  as  the  Department's  advocate  in  issue  areas 
which  impact  on  the  health  of  minority  populations.  In 
FY  1990,  the  Office  assumed  a  leadership  role  for  implementing 
the  Secretary's  initiatives  for  minority  males  and  is 
continuing  in  this  role  in  FY  1991.     The  Office  also  acts  as  a 
catalyst  to  spur  PHS  agencies  and  other  public  and  private 
entities  to  identify  opportunities  where  existing  programs  and 
resources  can  be  directed  to  promoting  health  and  preventing 
i    disease  among  minority  populations,  and  to  develop  innovate 
I    strategies  to  improve  the  health  status  of  minorities.  The 
I    FY  1992  request  of  $20  million  will  allow  us  to  continue  these 
f    cooperative  activities  and  to  develop  a  network  of  private  and 
I     public  partnerships  to  address  minority  health  needs. 

Finally,  OASH  is  requesting  $2.3  million  for  coordination 
of  PHS  immunization  activities  by  the  National  Vaccine  Program 
Office  (NVPO).     The  decrease  of  $7  million  in  this  program  is 
offset  by  corresponding  increases  in  the  budgets  of  CDC,  NIH 
and  FDA  to  support  vaccine  initiatives  that  were  previously 
funded  by  NVPO. 

Mr.  Chairman,  I  will  be  happy  to  answer  any  questions  you 
may  have. 
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BIOGRAPHICAL  SKETCH  OF  JAMES  O.  MASON 

James  0,  Mason,  M.D.,  Dr.  P.H.,  was  sworn  In  April  21,  1989,  as 
Assistant  Secretary  for  Health,  Department  of  Health  and  Human 
Services.     Dr.  Mason  was  nominated  by  President  Bush  April  7,  1989, 
and  confirmed  by  the  Senate  April  19,  1989. 

Before  assuming  responsibility  for  the  U.S.  Public  Health  Service, 
Dr.  Mason  had  served,  since  1983,  as  director  of  the  Centers  for 
Disease  Control  and  administrator  of  the  Agency  for  Toxic  Substances 
and  Disease  Registry.     During  his  tenure  at  CDC,  Dr.  Mason  also 
served  as  acting  Assistant  Secretary  for  Health  from  February  to 
December  1985.     Dr.  Mason  served  as  executive  director  of  the  Utah 
Department  of  Health,  with  responsibility  for  health  and  health  care 
financing,  from  1979  to  1983.     He  was  associate  professor  and 
chairman  of  the  Division  of  Community  Medicine,  Department  of  Family 
and  Community  Medicine,  at  the  University  of  Utah  College  of 
Medicine  from  1978  to  1979.     He  directed  a  multiple-hospital  health 
care  corporation  owned  by  The  Church  of  Jesus  Christ  of  Latterday 
Saints  from  1970  to  1975. 

As  Assistant  Secretary  for  Health,  Dr.  Mason  directs  the  activities 
of  the  Public  Health  Service,  which  includes  eight  agencies:  the 
Alcohol,  Drug  Abuse  and  Mental  Health  Administration;  the  Centers 
for  Disease  Control;  the  Agency  for  Toxic  Substances  and  Disease 
Registry;  the  Food  and  Drug  Administration;  the  Health  Resources  and 
Services  Administration;   the  National  Institutes  of  Health;  the 
Indian  Health  Service;  and  the  Agency  for  Health  Care  Policy  and 
Research . 

Dr.  Mason  provides  policy  guidance  as  well  for  HHS  programs  outside 
of  PHS,  and  maintains  relationships  with  other  government  and 
private  agencies  concerned  with  health.     He  advises  and  assists  the 
Secretary  on  health  policy  and  on  all  health-related  activities  of 
the  department. 

Dr.  Mason  was  born  June  19,  1930,  in  Salt  Lake  City,  Utah.  He 
received  his  B.A,  and  M.D.  degrees  from  the  University  of  Utah  in 
1954  and  1958.     He  received  his  master  of  public  health  and 
doctorate  of  public  health  from  the  Harvard  School  of  Public  Health 
in  1963  and  1967.     Dr.  Mason  served  his  internship  at  Johns  Hopkins 
Hospital  in  Baltimore  from  1958  to  1959,  and  was  an  internal 
medicine  resident  at  Peter  Bent  Brigham  Hospital,  Harvard  Medical 
Service,   in  Boston  from  1961  to  1962. 

He  has  received  numerous  honors  and  awards.    Among  these  are  the 
Public  Health  Service  Distinguished  Service  Medal  (1988)  and  the 
University  of  Utah's  Distinguished  Alumni  Award  (1973).     He  is  a 
member  of  a  number  of  honorary  and  professional  societies  including 
the  American  Medical  Association,  the  Institute  of  Medicine  of  the 
National  Academy  of  Sciences,  and  the  American  Public  Health 
Association.     He  has  served  on  many  national  and  international 
committees,  councils,  boards  and  task  forces,  including  the  United 
Nations  Development  Program/World  Bank/World  Health  Organization 
Special  Program  for  Research  and  Training  in  Tropical  Diseases, 
Scientific  and  Technical  Advisory  Committee;  and  the  National 
Institutes  of  Health  Recombinant  DNA  Advisory  Committee. 

Dr.  Mason  is  certified  by  the  American  Board  of  Preventive  Medicine. 
He  has  written  numerous  articles  and  book  chapters  on  a  wide  range 
of  subjects  related  to  the  prevention  and  control  of  disease.    He  is 
a  national  spokesperson  on  the  prevention  and  control  of  infectious 
disease,  chronic  disease  and  injury,  and  a  leading  architect  of 
public  policies  concerning  these  health  problems. 

Dr.  Mason  and  his  wife,  the  former  Marie  Smith,  have  five  sons  and 
two  daughters:     James,  Susan,  Bruce,  Ralph,  Samuel,  Sara  and 
Benjamin. 
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BUDGET  REQUEST 


Dr.  Mason.  Thank  you,  Mr.  Chairman,  Senator  Stevens.  I  am 
pleased  to  appear  before  you  to  discuss  the  fiscal  year  1992  budget 
request  for  the  Public  Health  Service.  With  your  permission,  Mr. 
Chairman,  I  am  submitting  for  the  record  a  more  detailed  state- 
ment on  our  proposal  and  our  priorities.  Let  me  take  just  a  few 
minutes  here  to  give  you  an  overview  as  to  what  is  embodied  in 
that  proposal. 

As  vou  have  stated,  the  discretionary  budget  request  for  Public 
Health  Service  agencies  under  the  jurisdiction  of  this  subcommittee 
totals  $15.3  billion,  an  increase  of  $542  million  or  3.7  percent  over 
fiscal  year  1991  appropriations. 

Senator  Harkin.  If  I  might  just  stop  you  right  there.  I  said  $15.6 
bilHon.  I  understand  the  difference  in  those  two  represents  the 
mandatory  programs;  is  that  right? 

Dr.  Mason.  Right. 

Senator  Harkin.  Thank  you.  I  just  wanted  to  clear  that  up. 

Dr.  Mason.  This  budget  represents  a  deep  commitment  on  the 
part  of  the  President  and  the  Secretary  to  the  major  health  prob- 
lems that  we  face  as  a  nation.  For  fiscal  year  1992  we  have 
grouped  our  spending  priorities  around  three  principal  themes: 
First,  the  prevention  of  disease  with  special  emphasis  on  health 
promotion  and  prevention  of  infant  mortality  and  childhood  dis- 
eases; second,  the  stabihzation  and  enhancement  of  basic  bio- 
medical research  and  behavioral  research;  and  third,  the  enhance- 
ment of  efforts  to  prevent  and  treat  drug  abuse. 

Many  of  the  details  in  this  budget  center  around  "Healthy  People 
2000,"  our  Nation's  new  master  plan  for  increasing  the  span  of 
healthy  life,  reducing  health  disparities  among  Americans,  and 
achieving  access  to  preventive  services  for  all  Americans.  The  mas- 
ter plan  includes  300  realistic  and  measurable  objectives.  The  PHS 
will  e^and  its  health  promotion  activities  to  change  behavior  and 
expand  high-priority  health  protective  activities  and  preventive 
services. 

The  budget  proposes  several  new  initiatives,  including  ones  that 
address  infant  mortality,  lead  poisoning,  immunization,  and  breast 
and  cervical  cancer  prevention  and  control.  This  budget  proposal 
makes  major  new  investments  in  biomedical  and  behavioral  re- 
search, science  education,  and  science  literacy,  all  of  which  are  in- 
vestments we  must  make  to  enhance  the  quality  of  health  care 


ness  in  science  and  technology  and  to  ensure  that  our  Nation  will 
have  a  steady  stream  of  bright  new  scientific  minds  to  meet  todays 
and  tomorrow's  needs. 

This  budget  proposal  seeks  to  build  on  our  past  successes  in  the 
war  on  drugs  by  expanding  research  and  treatment  resources  with 
special  emphasis  on  the  Nation's  high-risk  populations.  I  believe 
that  our  fiscal  year  1992  budget  request  shows  this  administra- 
tion's commitment  to  the  health  priorities  of  our  Nation. 


I  would  be  very  pleased  now  with  the  help  of  these  individuals 
that  are  here  with  me,  Mr.  Dennis  Williams  representing  the  As- 


services  in  our  country 


competitive- 
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sistant  Secretary  for  Management  and  Budget;  Dr.  Robinson,  who 
heads  our  Office  of  Minority  Health;  Mr.  Harell  Little  in  my  Budg- 
et Office;  and  Dr.  McGinnis,  who  heads  the  Office  of  Disease  Pre- 
vention and  Health  Promotion;  and  I  have  other  resources  behind 
me. 

Senator  Harkin.  It  is  always  nice  to  have  those  resources  behind 
you,  is  it  not?  [Laughter.] 
Dr.  Mason.  It  is  good  to  have  them. 

DISEASE  PREVENTION  AND  HEALTH  PROMOTION  INITIATIVES 

Senator  Harkin.  I  know  what  you  mean. 

Dr.  Mason,  thank  you  again.  Speaking  for  myself  and,  I  think, 
for  other  members  of  the  subcommittee,  I  congratulate  you  on  the 
fine  job  you  are  doing  down  there.  We  may  have  some  differences 
here  in  some  approaches  and  perhaps  funding,  but  that  is  to  be 
worked  out,  and  that  is  what  we  are  all  about  here. 

I  had  given  to  me  different  charts  and  things  that  you  had  pre- 
pared, and  I  would  like  to  share  those  with  the  people  here  today 
and  the  staff.  We  share  a  strong  interest  in  giving  higher  priority 
to  disease  prevention  and  health  promotion.  I  am  glad  you  listed 
that  as  No.  1.  I  appreciate  that.  That  is  good. 

Could  you  give  the  committee  an  update  on  the  status  of  disease 
prevention  and  health  promotion  initiatives  of  the  Department? 

Dr.  Mason.  Thank  you.  I  would  be  very  pleased  to  do  this.  I  will 
be  working  from  these  charts,  and  I  believe  you  have  a  handout  as 
well. 

Senator  Harkin.  You  can  turn  those  a  little  bit  more  if  you  like. 
Has  staff  got  these? 

We  have  those,  and  maybe  people  out  there  would  like  to  see 
them. 

Dr.  Mason.  We  could  turn  them. 

Does  Senator  Stevens  have  a  copy  of  that  as  well? 

Senator  Stevens.  I  do.  Thank  you,  sir. 

Senator  Harkin.  Yes;  he  does.  So  just  turn  it  more  the  other  way 
so  people  out  there  can  see  it. 
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DEATHS 

Selected  Diseases/Causes 

AIDS  (1.1%)— J 


*  Injuries  inciuda  unintentional  injuries,  homiddes,  and  suicides 


Dr.  Mason.  The  first  chart  shows  deaths  caused  by  selected  dis- 
eases in  the  United  States  in  1988;  these  are  the  big  killers  and 
cripplers  in  our  coxintry.  You  will  notice  that  many  of  these  affect 
people  in  adulthood  or  their  senior  years,  while  others  occur  when 
a  person  is  very  young,  infant  mortality  as  an  example. 

YEARS  OF  POTENTIAL  LIFE  LOST* 

Selected  Diseases/Causes 


*  Represents  years  of  life  lost  before  age  65. 
**  injuries  include  uninterrtionai  injuries,  homicides,  and  suicides. 


1    The  second  chart  shows  selected  diseases  and  their  causes  with 
ff  regard  to  potential  years  of  life  lost  before  age  65.  This  really  high- 
lights those  diseases  and  conditions  where  we  can  do  a  great  deal 
to  prevent  both  disability  and  disease. 
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Notice  the  higher  percentage  for  infant  mortality,  for  example,  on 
this  chart  versus  the  first  one  that  deals  with  the  total  crude  death 
rate.  This  also  holds  true  for  injuries  and  AIDS,  which  takes  on  a 
greater  proportionality  when  you  look  at  years  of  potential  life  lost 
before  age  65. 

ESTIMATED  ANNUAL  DEATHS 

By  Major  Risk  Factor 


0    50  ^100  150  200  250  300  350  400  450 


Attributable  to  AIDS  deaths.  (ThOUSands) 

On  the  third  chart,  which  is  estimated  annual  deaths  by  major 
risk  factor,  the  leflhand  side  of  the  chart  lists  the  various  risk  fac- 
tors that  are  playing  havoc  with  our  health  here  in  the  United 
States.  One  really  has  to  gasp  when  you  look  at  the  pall  that  to- 
bacco smoke  casts  over  our  land  with  434,000  deaths  occurring  be- 
cause of  the  use  of  tobacco,  most  of  which  are  preventable. 

This  chart  also  demonstrates  the  influence  of  diet,  alcohol,  imin- 
tentional  injuries,  suicide,  and  violence.  We  have  put  on  this  chart 
for  the  first  time  what  we  are  categorizing  as  unsafe  sex,  although 
we  do  not  have  a  very  good  measure  as  to  the  annual  deaths  asso- 
ciated with  imsafe  sex.  These  are  just  those  attributable  to  AIDS 
deaths  in  the  year  the  chart  was  formulated.  It  minimizes  the  prob- 
lems associated  with  infant  mortality,  sexually  transmitted  dis- 
eases, cancer  of  the  cervix,  and  other  causes  of  death  that  we  have 
not  been  able  to  place  under  imsafe  sex. 

SOCIAL  DISAPPROVAL  OF  TOBACCO 

Senator  Harkin.  Dr.  Mason,  let  us  look  at  tobacco.  I  mean,  it  is 
startling  if  you  look  at  the  estimated  annual  deaths.  The  "Healthy 
Youth  2000"  plan  aims  to  reduce  the  proportion  of  yoimg  people 
who  have  used  alcohol,  marijuana,  and  cocaine,  increase  the  pro- 
portion of  high  school  seniors  who  perceive  a  social  disapproval  as- 


375 

sociated  with  the  heav^^  use  of  alcohol,  occasional  use  of  marijuana, 
and  experimentation  with  cocaine. 

I  am  just  reading  here  from  the  list. 

Dr.  Mason.  Yes. 

Senator  Harkin.  To  increase  the  social  disapproval  of  the  propor- 
tion of  high  school  seniors  who  associate  risk  of  physical  and  psy- 
chological harm  with  heavy  use  of  alcohol,  marijuana,  and  cocaine. 

I  It  is  always  alcohol,  marijuana,  and  cocaine. 

Now  having  one  kid  in  high  school  and  one  approaching,  I  can 
tell  you — and  you  know  this  as  any  parent  knows  this— the  percep- 
tion of  social  aisapproval  or  risk  of  personal  harm  can  be  powerful 
in  determining  behavior.  Quite  frankly.  I  think  sometimes  social 
disapproval  takes  the  lead  over  personal  harm.  So  I  think  promot- 

I  ing  these  perceptions  about  alcohol  and  drugs  is  very  worthwhile. 
In  other  words,  there  is  social  disapproval  of  that. 
Why  is  tobacco  not  listed  there? 

i!     Dr.  Mason.  I  would  like  to  answer  that  by  simply  saying  that  al- 

!  cohol  and  drugs  are  one  of  our  priority  areas,  and  I  think  you  are 
reading  from  that  priority  area  while  there  is  another  priority  area 
that  talks  simply  about  tobacco  and  its  effects  on  our  goals.  One 
of  the  22  priority  areas  discusses  nothing  but  tobacco,  and  then 
there  is  another  priority  area  that  gets  into  alcohol  and  drugs. 

'j     Senator  Harkin.  I  appreciate  that,  but  the  report,  I  imderstand, 

'  has  two  tobacco  goals:  reduce  from  30  percent  to  15  percent  the 
proportion  of  those  who  smoke  regularly  by  age  20;  and  to  reduce 
smokeless  tobacco  use.  There  is  no  mention,  however,  of  educating 
kids  about  tobacco's  risks  or  trjdng  to  reduce  smoking  by  encourag- 

,  ing  social  disapproval  of  it. 

I     Dr.  Mason.  Dr.  McGinnis,  do  you  want  to  comment  on  that? 
This  was  developed  under  Dr.  McGinnis'  coordinating  capacity. 

I     Dr.  McGinnis.  Thank  you,  Dr.  Mason,  Mr.  Chairman. 

I  Indeed,  the  issue  of  social  disapproval  with  respect  to  tobacco  use 
among  school  children  is  a  major  priority.  One  of  the  first  objec- 
tives m  services  and  protection  imder  tobacco,  for  example,  is  to  es- 
tablish tobacco-free  environments  and  to  include  tobacco  use  pre- 
vention in  the  curricula  of  all  the  elementary,  middle,  and  second- 

I  ary  schools.  There  are  various  related  targets  that  challenge  the 

:  Nation  to  insure  that  tobacco  education  is  prominent  throughout 
the  educational  process,  and  moreover,  that  the  school  is  a  healthy 

!  work  environment  with  respect  to  tobacco  use  as  well. 

So  we  agree  with  vou  that  it  is  a  veiy  important  priority,  and 

,  I  think  you  will  find  initiatives  targeted  to  increasing  social  dis- 
approval with  respect  to  tobacco  use  among  youth  reflected 
throughout  the  program  proposals  of  the  Public  Health  Service. 

SOCIAL  DISAPPROVAL  OF  ABUSED  SUBSTANCES 

Senator  Harkin.  I  am  concerned  about  increasing  the  social  dis- 
approval. Here  it  is.  Increase  the  proportion  of  high  school  seniors 
j  who  perceive  social  disapproval  associated  with  heavy  use  of  alco- 
Ij  hoi,  marijuana,  and  cocaine.  Your  target  for  cocaine  is  reduce  it  95 
percent,  marijuana  85  percent,  heavy  use  of  alcohol  70  percent. 
That  is  reduction;  right? 

Oh,  those  who  perceive  it.  I  see.  In  other  words,  you  want  95  per- 
cent of  high  school  seniors  who  perceive  a  social  aisapproval  associ- 
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ated  with  the  use  of  cocaine,  85  percent  who  perceive  a  social  dis- 
approval with  use  of  marijuana,  and  70  percent  with  the  heavy  use  | 
of  alcohol.  I  see  nothing  listed  for  use  of  tobacco  there.  That  is  what 
I  am  trying  to  focus  on,  the  social  disapproval.  I  congratulate  your 
focusing  in  those  areas,  but  how  do  you  fold  tobacco  in  there? 
It  is  a  drug.  We  know  that. 

Dr.  McGlNNls.  The  reason  for  the  difference  between  the  way  the 
targets  are  stated  for  alcohol  and  drugs  versus  tobacco  is  reflective  \ 
of  the  pluralistic  process  by  which  the  objectives  were  developed. 
We  tried  to  make  this  very  much  a  participatory  process  involving 
literally  thousands  of  people  across  the  country.  What  this  means  ' 
is  that  from  area  to  area  there  is  going  to  be  some  slight  variation 
in  the  way  the  targets  are  stated. 

I  think  if  you  look  throughout  the  tobacco  targets,  you  will  see, 
perhaps  not  as  explicitly  stated  as  in  the  alcohol  area,  implicitly  a 
very  strong  message  seeking  social  disapproval  for  tobacco  use  1 
among  youth.  It  is  clearly  reflected  as  well  in  our  program  prior-  ' 
ities.  I 

Dr.  Mason.  We  agree  with  you  that  all  of  those  things  must  be  li 
done,  not  only  with  regard  to  substance  abuse  but  also  with  to-  |^ 
bacco,  which  is  an  abused  substance  as  well.  I 

Dr.  McGlNNls.  Let  me  add  one  thing.  The  survey  that  will  be 
tracking  perceptions  of  the  socially  disapproved  use  of  alcohol  and 
drugs  will  also  track  perceptions  of  the  social  disapproval  of  to-  ' 
bacco.  So  we  will  be  monitoring  and  focusing  on  it,  as  it  is  a  prior- 
ity for  the  Public  Health  Service. 

Senator  Harkin.  I  appreciate  that. 

You  used  one  word,  though.  Dr.  McGinnis.  You  said  implicit  in  j 
the  areas  covered  by  tobacco.  In  other  areas  it  is  explicit.  Why  j 
could  we  not  make  it  explicit  with  tobacco?  j 

Dr.  McGinnis.  Well,  again,  it  reflects  the  many  people  involved  | 
in  the  process  and  the  fact  that  there  were  two  different  working  j 
groups  involved  in  this.  We  tried  to  effect  a  uniformity  where  we  i 
could  but  without  being  heavy  handed  in  it.  I 

I  can  assure  you  that  there  is  no  waiver  in  our  commitment  in 
that  regard.  We  will  track  and  pursue  it.  * 

Senator  Harkin.  I  appreciate  that.  Thank  you.  . 

Dr.  Mason.  Thank  you,  sir.  We  appreciate  your  calling  our  atten-  I 
tion  to  that.  I  believe  that  both  explicitly  and  implicitly  we  need 
to  do  everything  we  can  to  reduce  the  use  of  tobacco  particularly 
among  young  people,  because  we  know  that  very  few  smokers  begin  ^ 
after  the  age  of  21.  If  we  can  educate  them  in  their  adolescence, 
then  they  will  never  start.  , 

Senator  Harkin.  Very  true.  Thank  you.  Dr.  Mason.  i 

"healthy  people  2000"  GOALS 

Dr.  Mason.  The  next  chart  shows  the  overriding  goals  of 
"Healthy  People  2000."  There  are  three  of  these:  increase  the  span 
of  healthy  life  for  Americans;  reduce  health  disparities  among 
Americans — and  I  should  mention  with  regard  to  reducing  health 
disparities  that  one  of  the  reasons  that  we  failed  in  approximately 
25  percent  of  the  1990  objectives  was  because  we  allowed  those  dis- 
parities to  continue. 


377 

Healthy  People  2000  Goals  for  the  Nation 

Goal  I:  Increase  the  sp£in  of  healthy  life  for  Americans. 

Goal  n:  Reduce  health  disparities  among  Americans. 

Goal  ni:  Achieve  access  to  preventive  services  for  all  Americans. 

It  was  the  lack  of  effective  targeting  of  our  minority  populations. 
Had  we  been  able  to  reduce  a  number  of  disease  states  in  minority 
populations,  we  would  have  met  those  national  1990  goals.  One  of 
the  things  we  want  to  accomplish  during  the  decade  of  the  1990's 
is  to  make  sure  that  those  discrepancies  are  reduced. 

Senator  Harkin.  That  is  very  interesting.  I  never  thought  about 
that. 

So  do  you  have  a  methodology  through  which  you  are  going  to 
do  that  over  the  next  10  years? 

Dr.  Mason.  Within  "Healthy  People  2000,"  in  addition  to  the  22 
priority  areas  we  also  target  special  populations.  We  target,  for  ex- 
ample, various  ages.  We  specifically  target  minority  and  dis- 
advantaged populations  in  the  objectives.  In  other  words,  we  have 
identified  a  series  of  special  populations  and  almost  a  type  of  ma- 
trix where  simultaneously  we  want  to  focus  and  target  our  efforts 
where  the  needs  are  the  greatest. 

Senator  Harkin.  Very  good.  Thank  you.  Doctor. 

Dr.  Mason.  The  third  goal  is  to  achieve  access  to  preventive  serv- 
ices for  all  Americans.  We  cannot  accomplish  these  goals  if  all 
Americans  are  not  part  of  this  promotion/prevention  process. 

The  next  chart  shows  that  21  of  the  22  priority  areas  are 
grouped  under  three  categories:  health  promotion;  health  protec- 
tion; and  preventive  services.  Then  spinning  out  from  these  priority 
areas  are  the  300  realistic  achievable,  measurable  objectives. 

Healthy  People  2000  Priority  Areas 

Health  promotion:  Physical  activity  and  fitness;  nutrition;  tobacco;  alcohol  and 
drugs;  family  planning;  mental  health  and  mental  disorders;  violent  and  abusive  be- 
havior; and  educational  and  community-based  programs. 

Health  protection:  Unintentional  injuries;  occupational  safety  and  health,  environ- 
mental health;  food  and  drug  safety;  and  oral  health. 

Preventive  services;  Maternal  and  infant  health;  heart  disease  suid  stroke;  cancer; 
diabetes  and  chronic  disabling  conditions;  HIV  infection;  sexually  transmitted  dis- 
eases; immunization  and  infectious  diseases;  and  clinical  preventive  services. 
I     Surveillance  and  data  systems. 

Senator  Harkin.  Excuse  me.  Dr.  Mason.  Please  hold  up  for  a  sec- 
I  ond.  I  just  want  to  make  sure. 
[Pause.] 

Senator  Harkin.  OK,  thank  you. 
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PHS  SPENDING 

FY  1992  Total* 


other  PHS  Programs 
$10.0  billion 


Prevention  Research 
$2.3  billion 


Represents  discretionary  operational 
level  excluding  FDA  and  IHS 


Other  Prevention  Programs 
$3.2  billion 


PUBLIC  HEALTH  SERVICE  SPENDING 

Dr.  Mason.  Chart  1  shows  how  the  Public  Health  Service  intends 
to  spend  money  in  fiscal  year  1992.  This  shows  the  operational 
level  and  how  it  is  distributed  between  prevention  programs.  There 
is  $3.2  billion,  or  20  percent  of  our  budget,  that  is  largely  CDC, 
HRSA,  and  part  of  ADAMHA;  $2.3  billion  in  prevention  research, 
approximately  15  percent,  most  of  that  is  in  NIH,  ADAMHA,  Agen- 
cy for  Health  Care  Policy  and  Research,  and,  to  a  lesser  extent, 
CDC;  and  then  other  PHS  programs,  $10  billion,  largely  for  re- 
search and  treatment  services.  But  it  shows  the  general  priorities 
that  have  been  established. 

PHS  SPENDING 

FY  1992  Increases* 


other  PHS  Programs 
+  $284  million 


Prevention  Research 
+  $160  million 


Represents  discretionary  operational 
increases  excluding  FDA  and  IHS 


Other  Prevention  Programs 
+  $218  million 


Chart  2  shows  the  increases  for  1992.  It  shows  that  33  percent 
of  our  increases  are  targeted  for  prevention  programs,  24  percent  !  ) 
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or  $160  million  for  prevention  research;  and  then  $284  million  for 
other  Public  Health  Service  programs. 

So  you  see  that  the  majority  of  the  1992  increases  will  go  into 
prevention  activities. 

INFANT  MORTALITY 
HEALTHY  START 


200 


0) 

a 
o 


180- 
160- 
140- 
120- 
100- 
80- 
60- 
40- 
20- 
0- 


$0 


$0 


FY  1989     FY  1990     FY  1991     FY  1992 

HEALTHY  START 

Chart  3  shows  what  we  call  healthy  start.  This  shows  that  in  fis- 
cal year  1991,  our  current  fiscal  year,  we  hope  to  be  able  to  target 
$57  million  to  begin  healthy  start,  and  then  increase  to  $171  mil- 
lion in  fiscal  year  1992.  This  will  enable  us  to  target  10  commu- 
nities and  rural  areas  that  have  exceptionally  high  rates  of  infant 
mortality.  Through  this  5-year  program  we  intend  to  provide  ac- 
cess, commiinity  outreach,  help  with  personal  responsibility,  and 
gain  a  50-percent  reduction  in  those  exceedingly  high  infant  mor- 
tality rates  during  that  5-year  period  of  targeting  those  resources. 

Senator  Harkin.  I  am  sure  you  know  about  my  exchange  with 
the  Secretary  on  this. 

Dr.  Mason.  Yes;  I  have  heard  about  that  exchange. 

INFANT  MORTALITY 

Senator  Harkin.  Again,  I  have  no  problems  with  this.  I  think  it 
is  good.  Gro  ahead  and  do  it  and  see  what  we  can  target.  See  if 
there  are  some  new  approaches  to  reducing  it.  It  was  after  that 
that  we  had  the  inspector  general  here,  and  they  had  done  a  study 
of  community  health  centers  in  some  of  the  major  cities. 

I  did  not  know  about  this,  but  there  was  a  direct  correlation  be- 
tween the  activity  of  a  community  health  center  and  infant  mortal- 
ity. In  a  city  where  there  is  a  community  health  center  that  is 
funded  and  active,  the  infant  mortality  is  down.  In  a  similar  city 
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where  the  community  health  center  is  not  active  and  not  fiinded, 
infant  mortaHty  is  up. 

I  do  not  know  if  you  have  seen  this  report  or  not.  Have  you  seen 
this  study,  Dr.  Mason? 

Dr.  Mason.  No;  I  do  not  beHeve  I  have. 

Senator  Harkin.  Please  get  your  hands  on  it.  I  did  not  see  it 
until  last  week  myself.  I  was  not  even  aware  of  it.  I  asked  the  in- 
spector general  specifically.  I  asked,  is  there  a  direct  correlation  be- 
tween the  activities  of  the  community  health  center  and  infant 
mortality,  and  he  said  yes,  their  investigations  and  studies  have 
shown  that.  So  I  hope  you  will  look  at  that. 

I  say  that  because  we  were  being  asked  to  reprogram  some 
money  out  of  community  health  centers  to  help  fund  healthy  start 
and  out  of  maternal  and  child  health  block  grants  to  fund  it  this 
year.  I  balk  at  that  because  these  are  two  programs  that  are  ac- 
tively reducing  infant  mortality  right  now.  So  to  the  extent  that 
this  program  targets  10  cities  and  rural  areas,  that's  fine,  but  there 
is  going  to  have  to  be  some  other  place  that  money  is  going  to  have 
to  come  from,  but  not  from  maternal  and  child  health  care  and  not 
from  the  community  health  centers.  That  is  just  the  point  I  am 
making. 

Dr.  Mason.  I  appreciate  very  much  your  point  of  view. 

I  have  met  with  the  officers  and  leaders  of  the  National  Commu- 
nity Health  Center  Organization,  and  one  of  the  first  things  I  did 
was  tell  them  that  in  no  way  was  our  desire  to  move  the  increase, 
not  to  take  money  from  them  but  to  move  the  increase  that  was 
intended  for  fiscal  year  1991  from  community  health  centers  in 
general,  over  500  of  them,  to  those  10  areas  that  will  be  identified. 

We  agree  that  the  community  health  centers  are  doing  a  tremen- 
dous job,  but  to  accomplish  what  we  wanted  to  do  in  those  10 
areas,  we  needed  a  critical  mass  of  money.  We  needed  enough 
money  so  that  we  do  not  just  tinker  around  the  edges.  We  know 
what  to  do,  but  nowhere  in  the  United  States  have  we  been  able 
to  comprehensively  do  all  of  the  things  that  need  to  be  done  if  we 
are  really  going  to  have  an  impact  upon  infant  mortality. 

It  was  a  sacrifice.  We  felt  we  needed  a  critical  mass  of  money  so 
that  there  would  be  enough  resources  in  those  10  areas.  Instead  of 
tinkering  with  one  or  two  of  the  things  that  we  know  need  to  be 
done,  we  could  do  them  all  and  we  could  do  them  right.  Let  us  be 
just  like  Roger  Bannister  when  he  broke  the  4-minute  mile.  If  we 
train  properly  and  if  we  invest  properly  in  those  10  areas,  we  can 
show  the  Nation  that  one  can  really  do  something  in  those  cities 
and  rural  communities  that  have  the  highest  infant  mortality  rates 
in  the  Nation. 

That  is  why  we  wanted  to  redirect  planned  increases  from  over 
500  areas  averaging  $40,000  and  move  that  increase  into  these  10 
areas  where  we  could  substantially  increase  it  and  do  the  job  that 
every  one  of  us  wants  to  accomplish.  Those  are  hard  choices,  and 
we  recognize  it. 
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INFANT  MORTALITY  RATES  BY  RACE 

United  States,  1970-88 


1970  1975  1980 


Regression  lines  fitted  to  197tW1  rates 
Source:  National  Center  for  Health  Statistics 

INFANT  MORTALITY  RATES  BY  RACE 

The  next  chart  shows  again  what  we  are  facing  in  the  United 
States  with  regard  to  infant  mortality.  This  chart  on  infant  mortal- 
ity rates  by  race  has  a  number  of  key  points  in  it.  First  of  all,  as 
you  look  at  the  dots,  whether  they  are  red  or  blue,  you  will  see  that 
we  have  a  slowing  of  the  rate  of  decrease. 

Second,  there  is  a  dramatic  disparity  between  white  and  black 
infant  mortality  in  the  United  States,  and  as  a  result  of  these 
trends  that  you  see  depicted  here,  the  United  States  is  now  in  the 
24th  position  among  industrialized  nations  in  infant  mortality.  We 
can  do  better,  and  I  think  we  want  to  work  together  to  accomplish 
this. 

It  is  not  just  these  deaths  that  we  are  concerned  about.  It  is  the 
250,000  low  birthweight  babies  that  are  bom  in  this  country,  that 
not  only  run  up  high  costs  for  neonatal  intensive  care,  but  even 
after  we  have  invested  all  the  dollars  required  in  intensive  care,  we 
have  to  often  put  money  into  remedial  education  and  supporting 
programs  for  the  rest  of  the  lives  of  these  infants  that  had  prob- 
lems during  gestation.  We  have  to  do  more  here,  and  this  is  a 
healthy  start  at  accomplishing  what  we  are  capable  of  doing. 
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BREAST  AND  CERVICAL  CANCER  MORTALITY  PREVENTION 

If  we  could  go  to  the  next  chart,  this  is  an  illustration  of  CDC's 
breast  and  cervical  cancer  mortality  prevention  program.  This 
shows  how  we  are  channeling  funds  so  we  can  do  something  about 
these  preventible  deaths  that  are  caused  in  women  by  breast  and 
cervical  cancer.  This  is  a  high  priority  of  the  Public  Health  Service. 

Senator  Adams.  Before  you  move  on  from  that,  Doctor,  if  I  might, 
you  have  spent  a  considerable  amoxmt  of  time  both  in  this  commit- 
tee and  elsewhere,  and  I  was  pleased  to  see  the  administration  has 
requested  additional  funding  for  breast  and  cervical  cancer  mortal- 
ity because  we  have  found  that  it  is  rapidly  increasing  among  older 
women.  Being  the  chairman  of  the  Subcommittee  on  Aging,  and  we 
find  with  women  over  65  the  morality  rate  and  Ae  breast  cancer 
rate  is  going  up  at  an  exceedingly  rapid  rate. 

I  would  like  first  just  to  ask  you  whether  or  not  that  is  correct; 
and  second,  whether  or  not  you  are  pressing  ahead  to  use  RU486. 
I  know  it  had  fallen  victim  to  the  abortion  fight,  but  RU486  appar- 
ently is  an  effective  and  at  least  seems  to  be  one  of  the  most  prom- 
ising drugs  for  treating  breast  cancer. 

Is  that  correct,  Doctor? 

Dr.  Mason.  I  am  not  sure  that  I  can  confirm  that  it  is  a  particu- 
larly promising  drug  for  the  treatment  of  breast  cancer.  It  is  a 
promising  drug  for  flie  treatment  of  some  of  the  endometrial  and 
carcinomas  of  the  uterus.  This  is  still  experimental  and  being 
looked  at  largely  in  other  coim tries.  I  do  not  think  it  has  really 
been  applied  to  breast  cancer. 

Senator  Adams.  But  it  has  to  cervical  cancer? 

Dr.  Mason.  For  cervical  endometrial  cancers,  it  looks  like  it  may 
have  some  usefulness  there.  At  least  it  needs  to  be  looked  into  fur- 
ther. 
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Senator  Adams.  What  I  am  really  asking,  Doctor,  is,  given  the 
potential  lifesaving  aspects  of  this,  is  the  Department  going  to  con- 
tinue to  support  a  ban  on  research  on  this  drug? 

Dr.  Mason.  The  Department  has  never  had  a  ban  on  research  on 
the  drug. 

Senator  Adams.  Grood.  Then  I  can  take  that  as  a  statement  that 
you  will  continue  with  your  research  on  the  drug. 

Dr.  Mason.  We  have  two  items  going  on.  We  have  intramural  re- 
search, and  we  have  research  that  is  being  done  in  the  private  or 
public  sector.  To  move  ahead  in  the  context  of  the  Food  and  Drug 
Administration,  we  need  a  sponsor  who  submits  applications  for 
that  purpose  and  for  purposes  like  treatment  of  cancer.  I  know  of 
no  ban  on  RU486. 

Senator  Adams.  Thank  you,  Doctor. 


— »  -  Breast  Cancer      s    Cervical  Cancer         Lung  Cancer 


CANCER  OF  THE  BREAST 

Dr.  Mason.  I  think  this  next  chart  illustrates  your  point  on  the 
increase  in  deaths  among  women  from  cancer  of  the  breast.  When 
you  coimt  the  number  of  deaths  that  are  going  up,  if  you  look  at 
rates  in  our  population  then  it  is  almost  level,  but  the  number  of 
cases  is  going  up. 

What  I  really  wanted  to  show  is  not  only  the  number  of  deaths 
due  to  cancer  of  the  breast  in  women  but  what  has  happened  now 
with  cancer  of  the  lung,  which  is  absolutely  surpassing  the  number 
of  deaths  due  to  cancer  of  the  breast.  That  comes  back  to  our  ear- 
lier discussion  that  tobacco  is  public  health  enemy  No.  1  in  the 
United  States. 
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IMMUNIZATION/VACCINE  DEVELOPMENT 
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IMMUNIZATION  AND  VACCINE  DEVELOPMENT 

If  I  could  have  the  next  chart,  please.  I  do  not  want  to  spend 
time  on  this  because  you  will  be  hearing  from  Dr.  Roper,  but  I  just 
wanted  to  indicate  that  immunization  and  vaccine  development  is 
a  high  priority,  and  we  are  delighted  to  see  increases  there.  That 
is  one  of  the  administration's  priorities. 
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The  next  chart  shows  reported  measles  cases  in  the  United 
States.  It  shows  what  happened  after  the  measles  vaccine  was  li- 
i  censed  and  what  happened  as  a  resvdt  of  school  entrance  laws.  In 
!  the  small  side  graph  you  see  what  an  extremely  contagious  disease 
I  it  is.  If  we  do  not  maintain  immunization  and  if  we  are  not  able 
I  to  get  immunization  into  children  at  1  year  of  age  for  measles  im- 
I   munization,  then  we  may  soon  have  an  epidemic  again. 

So  the  only  way  to  keep  measles  and  diseases  like  it  xinder  con- 
i   trol  is  eternal  vigilance  in  getting  those  vaccine  doses  in  at  an  early 
I   time,  and  our  appropriations  request  will  enable  CDC  working  col- 
laboratively with  State  and  local  governments  to  do  that.  I  know 
that  Dr.  Roper  will  go  into  that. 

CDC  SMOKING  PREVENTION 


FY  1989     FY  1990     FY  1991     FY  1992 

SMOKING  PREVEhPTION 

The  next  chart  is  on  CDC  smoking  prevention  and  simply  indi- 
cates the  concern  of  this  administration.  The  amount  of  money 
going  into  the  Office  on  Smoking  and  Health  is  nearly  doubled  so 
that  we  can  assist  States  with  tobacco  education  programs,  getting 
out  to  those  kids  and  adolescents  to  see  that  they  never  start,  ad- 
dressing special  needs  of  minorities,  women,  blue  collar  workers' 
and  things  of  that  nature. 
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TRENDS  IN  SMOKING  PREVALENCE 
UNITED  STATES,  1974-1987,  AGES  20+ 
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TRENDS  IN  SMOKING 

The  next  chart  simply  indicates  the  trends  in  smoking  prevalence 
in  the  United  States  for  persons  age  20  and  above.  It  shows  the 
trend  coming  down.  We  are  making  progress.  The  stars  on  the 
right-hand  side  show  the  targets  for  the  year  2000.  Certainly,  I 
would  like  to  not  only  meet  the  targets  but  exceed  them.  I  think 
this  Nation  has  the  capacity  to  exceed  those  targets,  but  we  wanted 
this  to  be  realistic  in  the  context  of  what  we  were  doing  today.  As 
I  have  said  before,  we  need  to  do  more.  This  is  the  leading  cause 
of  preventible  death  in  the  United  States. 
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DEATH  RATES  BY  CAUSE 

The  next  chart  just  brings  AIDS  into  the  picture.  We  wanted  to 
indicate  to  you  that  AIDS  is  appearing  on  the  scene  of  the  major 
causes  of  death.  This  is  a  chart  of  death  rates  per  100,000  for  25- 
through  44-year-old  women  by  cause  for  all  races.  You  will  notice 
how  AIDS  is  creeping  up  and  is  becoming  one  of  the  major  causes 
of  death  in  women  of  this  age. 
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DEATH  RATES  FOR  MEN  OF  THE  SAME  AGE 

This  next  chart  shows  the  death  rates  for  men  of  the  same  age, 
and  AIDS  is  already  one  of  the  significant  causes  of  death  in  men 
aged  25  through  44.  This  is  why  we  are  investing  in  the  research, 
prevention,  and  treatment  of  AIDS.  This  is  an  extremely  serious 
problem  and  we  need  to  keep  working  on  it. 

Let  me  conclude.  You  have  been  very  patient.  I  could  go  on  all 
day  and  there  is  not  time  for  that. 

GOALS  FOR  THE  YEAR  2000 

Senator  Harken.  Dr.  Mason,  thank  you.  Those  were  good  charts, 
very  descriptive.  Let  me  just  follow  that  up  with  one  question.  We 
said  about  one-half  of  the  1990  objectives  were  met. 

Do  you  have  a  plan  for  meeting  or  exceeding  some  of  these  goals 
for  the  year  2000?  In  other  words,  looking  back  at  what  happened 
the  last  10  years,  seeing  where  we  are,  we  now  have  the  goals  for 
the  year  2000.  Do  you  have  a  long-range  plan  that  you  could  talk 
with  us  about  as  to  what  the  role  of  the  Federal  Government  would 
be  and  what  kind  of  funding  will  be  required  in  the  initial  stages, 
understanding  that  we  have  to  start  now  to  reach  some  of  those 
goals,  and  what  increases  in  funding  should  be  made  to  insure  the 
success  in  different  areas?  Is  that  represented  in  your  budget,  or 
are  there  other  areas  that  we  ought  to  be  looking  at? 

Dr.  Mason.  There  are  a  number  of  things  that  we  need  to  do  if 
we  are  going  to  meet  those  goals,  which  we  intend  to  do.  I  said  that 
about  50  percent  of  our  1990  goals  were  met,  approximately  25  per- 
cent will  not  be  met,  and  25  percent  we  will  never  know  because 
we  did  not  have  the  surveillance  systems  to  measure  them. 

I  would  say.  No.  1,  as  we  move  toward  "Healthy  People  2000"  we 
have  learned  enough  to  put  into  place  the  tracking  and  surveillance 
systems.  They  are  either  in  place  or  will  very  rapidly  be  put  in 
place.  An  increase  in  the  budget  of  the  National  Center  for  Health 
Statistics  will  assist  us  with  the  tracking  svstems.  In  our  1992 
budget  there  is  a  $15  million  increase  for  the  preventive  health 
services  block  grant.  There  was  a  $9  million  increase  last  year. 

I  have  already  mentioned  the  increases  at  CDC,  almost  $100  mil- 
lion for  prevention,  whether  it  is  immimization,  lead  poisoning,  or 
STD's.  All  of  those  will  be  targeted.  Many  of  those  will  go  out  as 
grants  to  States  and  communities  to  assist  with  that  process. 

Now  we  need  to  do  more  than  have  tracking  systems  and  in- 
creased resources.  We  need  to  involve  the  whole  Nation.  These  are 
not  Federal  goals.  They  are  national  goals,  and  they  were  devel- 
oped by  cooperatively  working  with  over  300  private  and  voluntary 
organizations,  and  health  departments  at  the  State  ajid  local  level. 
We  have  involved  the  health  care  industry.  If  we  are  going  to  ac- 
complish these  goals  and  objectives,  it  will  be  because  we  as  a  Na- 
tion at  the  Federal,  State,  local,  private,  and  voluntary  levels,  all 
ante  in  with  resources. 

But  more  than  resources,  we  are  going  to  have  to  change  behav- 
ior and  get  right  down  to  peer  pressure.  I  think  we  have  a  plan 
in  place  that  will  develop  and  grow  over  the  next  10  years,  and  I 
think  we  can  succeed. 
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Senator  Harkin.  As  you  correctlv  state,  Dr.  Mason,  it  is  going  to 
take  a  concerted  effort  by  Federal,  State,  and  local,  private  busi- 
i   ness  entities,  families,  and  schools. 
Dr.  Mason.  All  of  us. 

BUSINESS  PREVENTION  AND  WELLNESS  PROGRAMS 

Senator  Harkin.  All  of  us  are  going  to  have  to  be  involved. 

Let  me  just  ask  you  this  question.  You  prodded  my  thinking  on 
it.  I  am  very  interested  in  getting  businesses  throughout  the  Unit- 
I  ed  States  to  have  a  wellness  program  and  a  health  promotion  pro- 
i  gram  as  part  of  their  internal  structure  in  their  business  entity,  re- 
1   gardless  of  what  that  business  may  be. 

1  I  have  looked  at  a  few  business  entities  in  different  parts  of  the 
\  coimtry,  some  small,  some  large,  in  which  the  owners  decided  at 
some  point  to  have  a  prevention  and  wellness  program.  At  least  in 
I  each  of  the  cases  that  I  have  looked  at  where  they  have  had  it  for 
over  at  least  10  years,  their  insurance  rates  are  lower,  their  absen- 
J  teeism  is  less,  their  productivity  is  higher  per  person,  and  their 
I    turnover  rate  is  lower. 

You  might  sav,  well,  with  all  of  that  it  would  seem  to  me  in  the 
best  interest  of  business  to  do  that.  You  can  show  this.  I  have 
shown  this  sort  of  data  to  friends  of  mine  who  run  businesses,  and 
they  say  fine  but  the  startup  costs  are  something  I  cannot  do.  We 
I   are  just  sort  of  skimming  along  right  now.  There  is  a  recession  on, 
j   and  to  invest  that  kind  of  money  m  that  kind  of  program  requires 
li    some  up-front  money  that  we  just  cannot  find  right  now  even 
though  the  end  payoff  may  be  greater. 

Again,  I  see  you  nodding  your  head.  You  understand  this,  and 
anyone  in  the  health  field  imderstands  this.  How  do  we  get  from 
I  you  to  the  tax  writing  committees,  let  us  say,  and  to  others  to  pro- 
mote businesses  in  setting  up  these  programs,  to  give  them  the 
kind  of  up-front  expensing,  tax  writeoffs,  whatever  it  might  be  to 
get  them  to  do  this?  It  is  m  our  national  interest  to  do  it;  not  just 
in  their  interest,  in  all  of  our  interests. 
Dr.  Mason.  You  are  absolutely  right.  We  cannot  afford  not  to  do 

r  -it. 

I  Senator  Harkin.  That  is  right.  So  I  am  trying  to  get  from  the 
health  field  and  this  kind  of  a  knowledge  base  and  support  base 
and  shift  it  to  the  business  groups  and  tell  them  that  they  should 
do  it.  I  think  they  all  want  to  do  it.  It  is  a  matter  of  up-front  cost. 
It  would  seem  to  me  that  we  ought  to  start  talking  about  this  in 

j   terms  of  our  tax  policy  in  this  coimtry.  Perhaps  that  is  one  way, 

'  give  them  first-year  expensing  or  2  years  expensing  or  something 
like  that  in  the  initial  stages  where  they  can  write  it  off  rapidly. 

I    We  might  promote  that. 

i      I  am  trying  to  think  of  how  you  in  the  Department  might  inter- 

'    face  with  something  like  that? 

Dr.  Mason.  When  we  went  through  the  3-year  process  of  devel- 

I  oping  "Healthy  People  2000,"  we  asked  the  Institute  of  Medicine  to 
convene  a  consortium  of  300  organizations,  many  of  whom  were  in 
the  private  business  sector.  We  certainly  have  worked  very  ener- 
getically to  encourage  them.  We  have  a  number  of  large  committees 
that  meet  directlv  under  the  auspices  of  our  Office  of  Disease  Pre- 
vention and  Health  Promotion  that  includes  different  madical  spe- 
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cialties  as  well  as  the  private  sector  and  clinical  preventive  serv- 
ices, as  to  how  to  put  prevention  into  the  workplace.  I 

There  are  a  lot  of  things  going  on,  but  I  really  believe  that  those 
companies  who  are  bold  can  see  that  they  cannot  afford  not  to  do 
this.  You  have  already  mentioned  the  reduction  in  absenteeism  and 
sick  leave.  I  am  not  sure  the  Federal  Grovemment  needs  to  come 
in  with  up-front  money.  I  think  we  have  to  put  some  calcium  in 
their  spine  and  say  take  action.  For  any  good  you  have  to  invest 
up  front  and  then  recoup  later.  So  I  am  not  sure  it  is  money.  I  can- 
not comment  on  tax  law,  but  I  think  we  need  to  be  a  powerful 
bully  pulpit  and  encourage  the  private  sector  to  get  going.  I  think 
it  takes  courage  and  commitment. 

PUBUC  HEALTH  IMPROVEMENTS 

Senator  Harkin.  To  an  extent  I  agree,  but  I  am  also  aware  of 
some  of  the  really  tight  constrictions  that  some  of  our  business  en- 
tities are  operating  under  today.  There  are  some  that  can  do  that, 
but  there  are  some  that  to  invest  that  kind  of  up-front  money 
would  literally  put  them  at  a  great  disadvantage,  competitive  dis- 
advantage, especially  smaller  businesses,  let  us  say  businesses  that 
employ  IOhO  or  less  people.  There  would  be  a  great  cost  to  doing 
something  like  that. 

Since  I  see  it  as  part  of  a  societal  benefit,  not  just  to  the  business 
but  of  benefit  to  all  of  us,  it  would  seem  to  me  that  all  of  us  ought 
to  be  involved  in  saying,  OK,  if  you  do  that  the  country  will  give 
you  a  little  bit  of  a  tax  benefit,  a  bit  of  a  writeoff,  because  we  are 
all  going  to  benefit  from  it,  not  just  the  business.  We  will  all  bene- 
fit from  it. 

You  are  right.  I  agree  that  they  ought  to  do  it,  but  I  am  just 
acutely  aware  of  some  of  the  problems  that  our  businesses  are  hav- 
ing out  there  right  now.  They  just  do  not  have  a  lot  of  loose  money 
to  De  investing  in  these  things. 

Just  one  other  thing  before  I  recognize  Senator  Adams.  Perhaps 
one  of  the  most  important  components  in  oxir  health  care  system 
for  meeting  these  objectives  is  a  strong  public  health  system.  As 
you  know,  a  number  of  reports,  including  a  report  by  the  Institute 
of  Medicine,  have  found  that  our  public  health  system  is  in  dis- 
array. I  must  say  that  over  the  last  few  years  it  has  come  down, 
it  has  sort  of  leveled  off.  We  have  started  to  put  some  more  money 
into  last  year. 

I  guess  my  open-ended  question  is  what  public  health  improve- 
ments need  to  be  made  in  order  to  help  us  meet  the  objectives  for 
the  year  2000? 

Dr.  Mason.  We  share  your  concern  about  the  future  of  public 
health,  and  I  think  the  report  not  only  said  they  were  in  disarray 
but  they  said  it  was  surprising  they  were  doing  as  well  as  they 
were  with  the  support  that  they  have  gotten  at  every  level. 

We  have  taken  on  as  one  of  our  major  concerns  and  priorities  to 
work  with  State  and  local  health  departments  and  do  everything 
we  can  to  encourage  the  changes  that  have  to  occur.  Part  of  that 
is  leadership.  We  are  working  with  schools  of  public  health  to  see 
if  we  can  turn  out  more  qualified  leaders  in  the  field  of  public 
health.  Salaries  are  not  particularly  good,  and  we  need  to  be  at- 
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tracting  some  of  the  best  and  the  brightest.  We  need  to  see  that 
more  women  and  minority  students  go  into  pubHc  health. 

Many  of  the  programs  that  are  carried  out  particularly  by  CDC 
and  HRSA  are  grant  programs  that  go  directly  to  State  and  local 
pubhc  health  departments.  We  have  a  major  plan  that  we  put  to- 
gether in  the  Public  Health  Service  for  strengthening  State  and 
local  health  departments. 
Each  quarter  I  meet  with  the  officers  of  the  Association  of  State 

I  and  Territorial  Health  Officials,  and  the  countv  officials,  and  the 
III   U.S.  Conference  of  City  Officials.  We  are  working  with  them  to 

strengthen  their  abilities  and  the  resources  that  they  have. 
I  tWnk  it  is  going  to  have  to  be  more  than  a  Federal  level  pro- 
i    gram.  I  think  State  legislatures,  mayors,  and  city  council  members 
are  recognizing  that  it  costs  far  more  not  to  prevent  disease.  Many 

II  times  we  are  already  pajdng  for  the  costs  in  health  care  services 
I    that  could  be  saved  if  we  would  invest  into  health  promotion  and 

disease  prevention. 

We  hear  the  squeaky  wheel,  and  we  see  that  $700  billion  is  out 
there  to  take  care  of  people  after  they  have  fallen  over  the  edge  of 
the  cliff,  but  we  are  unwilling  to  invest  in  front-end  health  pro- 
motion and  disease  prevention,  and  we  are  pa3dng  dearly  for  that. 
So  it  means  we  have  to  look  at  how  we  are  financing  health  serv- 
ices and  invest  where  it  will  do  the  most  good. 

Senator  Harkin.  Thank  you  very  much.  Dr.  Mason. 

Senator  Adams. 

NURSE  PRACTITIONERS 

Senator  Adams.  Thank  you  very  much,  Mr.  Chairman. 
Thank  you  for  being  here  with  us  this  morning.  Dr.  Mason. 
I  have  several  questions  that  I  may  want  to  submit  in  writing, 
in  particular  the  ones  on  the  hearings  and  on  the  bills  that  we 
have  submitted  on  breast  cancer.  I  will  do  that,  and  I  will  also  ask 
Dr.  Roper  about  some  of  those  since  they  involve  cancer. 

You  just  mentioned  one  factor,  and  I  have  four  questions  here  I 
want  to  go  into  with  you  briefly.  You  indicated  that  there  is  a 
I    shortage  of  Public  Health  Service  people.  I  am  from  the  State  of 
I    Washington,  and  we  used  to  have  qxiite  an  extensive  Public  Health 
Service  net  both  because  we  have  a  number  of  native  American 
tribes  in  the  area,  we  have  had  the  Maritime  Program,  and  so  on. 
Right  now  we  are  trying  to  develop  more  nurse  practitioners. 
^    Can  you  tell  the  committee  what  you  are  doing  to  help  alleviate  the 
nurse  practitioner  shortage?  We  are  trying  very  hard  to  develop 
this  within  the  schools  that  we  have  there,  and  we  are  finding  that 
it  is  most  difficult  to  get  people  to  go  into  this  profession. 

Dr.  Mason.  We  agree  with  you  that  the  nurse  practitioner  can 
assist  significantly.  The  nurse  midwife  and  other  nurse  practitioner 
skills  can  help  in  rural  areas  and  intercity  areas. 
,  Senator  Adams.  They  were  about  the  only  ones  that  were  able 
!  to  get  down  to  a  number  of  the  clinics  because  of  the  malpractice 
problems  and  so  on.  I  just  wanted  to  know  if  your  Department  is 
in  support  of  this  program  so  that  we  can  attempt  to  do  more  with 
it.  As  I  say,  we  are  doing  a  lot  at  the  State  level,  but  I  wanted  to 
know  whether  we  are  going  to  try  to  do  this  at  the  national  level. 
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Somehow  we  have  to  get  basic  health  services  to  our  low-income 
people. 

Dr.  Mason.  In  the  National  Health  Service  Corps  we  recognize 
not  only  a  physician  shortage  in  imderserved  areas  but  also  a 
shortage  of  nurse  practitioners.  The  National  Health  Service  Corps 
Program  assists  with  loans  and  scholarships  for  nurse  practitioners 
because  we  really  do  need  to  increase  the  supply  of  those  very,  very 
useful  health  providers. 

PEIEVENTION  OF  CHLAMYDIA 

Senator  Adams.  Doctor,  when  you  were  head  of  the  Centers  for 
Disease  Control,  you  testified  it  would  take  about  $60  million  per 
year.  I  am  going  to  shift  subjects  with  you  to  chlamydia  screening 
because  this  is  really  a  prevention  program  in  many  ways. 

Representative  Schroeder  and  I  have  just  introduced  legislation 
which  is  an  attempt  to  take  what  my  State  has  been  doing  and  re- 
gion 10  has  been  doing  to  receive  funding  to  prevent  the  spread  of 
this  on  the  basis  that  it  leads  to  infertility  both  with  regard  to  ec- 
topic pregnancies  and  to  pelvic  inflammation,  which  you  mention 
in  your  report. 

In  your  report  on  page  75  you  refer  to  the  programs  that  you  are 
supporting  but  you  do  not  indicate  in  there  a  national  screening 
program  for  chlamydia  as  well  as  gonorrhea  at  the  family  planning 
centers  and  the  community  health  centers.  This  is  where  it  is  most 
often  picked  up. 

So  I  wanted  to  know  if  we  could  count  on  your  support  this  year? 
We  are  trjdng  to  get  legislation  through  that  would  do  more  in  this 
area  to  prevent,  as  I  say,  infertility  by  having  examination  in  those 
areas  where  most  often  you  would  pick  it  up. 

Dr.  Mason.  You  are  absolutely  right  about  the  terrible  impact  of 
chlamydia  infection.  In  the  United  States  we  have  more  than  1  mil- 
lion cases  reported  each  year.  It  leads  to  pelvic  inflammatory  dis- 
ease and  infertility. 

Senator  Adams.  It  is  treatable  if  found,  it  is  preventable. 

Dr.  Mason.  That  is  right. 

Senator  Adams.  Going  to  the  chairman's  point  that  we  are  trying 
to  get  to  some  of  the  preventable  matters  that  we  have  here.  This 
is  not  an  impossible  task  that  we  have  here.  I  know  that  you  were 
in  support  of  this  when  you  were  head  of  the  Centers  for  Disease 
Control.  Does  that  continue  on  now  in  your  new  august  position? 

Dr.  Mason.  Once  a  supporter,  you  continue  to  support  it.  I  am 
for  doing  more,  now  that  we  have  better  tests.  We  did  not  have 
good  tests  for  screening  for  chlamydial  infection  a  few  years  ago, 
and  these  have  been  developed  and  are  more  available  to  the  pub- 
lic. So  certainlv  better  screening  and  better  services  help,  but  I 
think  it  has  to  be  more  than  that. 

I  think  we  have  to  recognize  that  people  can  infect  themselves 
and  reinfect  themselves  faster  than  we  can  screen  and  treat.  Al- 
though there  ought  to  be  adequate  programs  to  treat  and  screen 
people,  we  also  have  to  change  behavior  in  order  to  keep  ahead.  I 
do  not  think  there  is  any  clinic  in  the  United  States  that  can  keep 
ahead  of  the  new  cases  that  are  occurring.  I  think  we  need  a  bal- 
ance between  behavior,  the  use  of  safer  sex  practices,  and  at  the 
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j  same  time  adequate  resources  for  screening  and  treating  those  that 
'   have  the  infection. 

FAMILY  PLANNING  SERVICES 

Senator  Adams.  Doctor,  that  brings  me  to  my  next  question, 
which  is  that  I  am  really  appalled  by  the  fact  that  there  still  is 
what  we  refer  to  up  here  as  a  gag  rule  on  family  planning,  and  I 

I  guess  it  slides  over  because  of  that  into  areas  such  as  we  men- 
tioned that  are  involved  with  preventable  diseases.  I  am  very 
pleased  that  your  program  has  asked  for  $6  million  more  for  family 

I    planning  programs  in  title  X  because  I  am  a  very  strong  supporter 

I    of  that. 

I       I  just  cannot  see,  however,  how  a  doctor  or  a  nurse  practitioner 
or  a  person  that  is  assigned  with  medical  knowledge  to  these  clin- 
ics can  give  advice  to  people  who  are  there  if  they  do  not  mention 
all  their  options  in  family  planning.  I  am  not  saying  that  they  have 
I    to  advocate  them  at  all,  but  this  prevents  them  from  even  discuss- 
'    ing  what  their  options  are.  Of  course,  the  whole  idea  of  infertility 
attaches  to  fertility. 
I  just  wondered,  would  you  explain  to  me  if  you  are  going  to  con- 
|i    tinue  these  regulations  and  implement  this  policy  if  the  Supreme 
I    Court  decides  in  favor  of  the  administration  and  lets  your  regula- 
]    tions  stand? 

Dr.  Mason.  Let  me  first  say  that  you  are  right.  There  is  a  signifi- 
j    cant  increase  for  title  X,  and  that  increase  will  be  there  for  family 
jl    planning  services  as  well  as  other  services,  so  that  when  a  woman 
'    comes  in  she  can  receive  screening  for  STD*s  and  for  AIDS  and  be 
treated. 

Senator  Adams.  We  just  feel  that  this  is  a  place  where  you  would 
pick  those  up  more  often  than  you  might  in  any  other  place. 
I      Dr.  Mason.  Sure.  It  is  an  excellent  place  to  provide  com- 
!    prehensive  care  for  those  who  come  in  for  services  that  relate  to  re- 
productive health. 
I  should  also  mention  that  the  Department  spends  more  money 
i    for  family  planning  services  through  Medicaid.  So  this  is  just  one 
of  several  areas  where  resources  are  made  available. 

When  it  comes  to  sexually  transmitted  diseases,  all  the  options 
are  open  and  available.  The  options  that  you  are  talking  about  are 
directly  related  to  abortion  coimseling,  and  I  think  it  would  be  im- 
proper for  me  to  comment  on  what  we  are  going  to  do  while  the 
case  is  being  decided  by  the  Supreme  Court.  We  will  get  a  decision 
from  the  Court,  and  then  we  will  determine  our  policy. 

NORPLANT  AND  FAMILY  PLANNING 

Senator  Adams.  On  your  regulations,  the  last  question  that  I 
have,  Mr.  Chairman,  involves  Norplant.  What  I  basically  want  to 
know — and  I  will  submit  the  rest  of  it  in  writing  to  you,  Doctor — 
is  what  the  administration  is  going  to  do  to  facilitate  the  availabil- 
ity of  Norplant  to  low-income  women,  because  it  is  prohibitively  ex- 
pensive now.  My  family  planning  people  in  my  State  tell  me  that 
it  costs  $300  to  $500  for  the  drug  itself  and  another  $100  to  $200 
for  it  to  be  inserted  and  $200  for  it  to  be  taken  out,  whereas  they 
can  get  birth  control  pills  for  as  little  as  $20  per  year. 
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What  is  the  position  of  your  administration  in  facilitating  the  po- 
tential of  Norplant  being  available  to  low-income  women? 

Dr.  Mason.  Well,  generally  any  product  that  is  licensed  by  the 
Food  and  Dru£^  Administration  is  made  available  through  either 
Medicaid  or  title  X  family  planning  services,  but  if  I  might  I  would 
like  to  call  upon  Dr.  William  Archer,  who  is  the  new  Deputy  Assist- 
ant Secretary  for  Population  Affairs. 

Dr.  Archer,  would  you  make  a  comment  on  the  availability  of 
Norplant  in  our  title  X  clinics? 

Senator  Adams.  Please,  would  you.  Doctor? 

Dr.  Archer.  Thank  you  very  much. 

Thank  you,  Mr.  Chairman. 

At  the  present  time  we  are  developing  guidelines  on  Norplant  for 
the  family  planning  clinics,  and,  as  Dr.  Mason  has  said,  we  will 
provide  it  as  much  as  possible  throiigh  family  planning  clinics. 

We  are  aware  of  the  cost-prohibitive  nature  of  the  drug.  Unfortu- 
nately Wyeth,  who  is  the  manufacturer,  is  probably  not  in  a  posi- 
tion to  diminish  their  cost  at  this  time,  although  there  is  availabil- 
ity of  this  drug  throughout  the  world  at  a  reduced  cost.  Probably 
their  concern  is  the  risk  of  litigation  about  their  drug  in  the  early 
stages,  and  the  liability  that  is  involved  in  that.  As  that  concern 
is  reduced,  there  may  be  a  greater  availability  of  the  drug  at  re- 
duced cost. 

Another  matter  is  that  as  we  train  clinicians  within  our  program 
to  insert  and  remove  the  drug,  we  can  probably  reduce  that  part 
of  the  cost. 

There  is  also  a  concern  of  not  just  the  availability  of  the  drug  but 
of  foUowup  checkups.  With  Norplant,  how  are  we  going  to  be  able 
to  follow  up  with  cervical  screening  and  STD  prevention  in  women 
who  have  a  5-year  method  of  contraception?  Until  we  can  address 
that  fully,  we  have  a  major  concern  about  that  as  well. 

Senator  Adams.  Thank  you.  Dr.  Archer,  and  thank  you.  Dr. 
Mason.  As  you  can  see  by  the  questions  of  the  chairman  ana  my-  \ 
self,  we  are  tr3dng  to  determine  how  the  health  availability  of  real- 
ly a  magnificent  medical  system  we  have  in  this  coimtry  seems  to 
cut  off  at  a  particular  income  level,  and  to  a  degree  this  has  hap- 
pened to  women  also  across  the  board.  That  is  the  reason  for  the 
bills  on  pap  smears  being  taken  with  regard  to  the  training  of  the 
people.  We  have  gotten  that  through,  and  we  are  trying  to  work  on 
breast  cancer. 

My  questions  to  you  happened  to  be  more  in  the  reproductive 
area,  but  it  goes  to  the  whole  idea  of  health  services  being  available 
to  women  as  well  as  men  in  these  clinics  and  to  the  low-income 
personnel  and  then,  as  the  chairman  so  well  put  out,  to  the  chil- 
dren. 

I  am  horrified  by  the  one  chart  that  shows  the  measles  outbreak 
again.  Any  of  us  that  grew  up  know  that  whenever  we  went  to  a 
school  and  did  not  have  such  a  program,  the  incidence  was  terrible. 
We  have  tried  to  incorporate  that  into  other  areas  that  may  not  be 
as  well  known  to  the  general  public  but  certainly  are  devastating. 
I  happen  to  have  mentioned  several  women's  diseases  here  that  if 
your  area  does  not  help  with  this  nobody  will. 

I  also  want  to  express  my  appreciation  for  the  work  that  has 
been  done  by  CDC  and  your  Department  on  doing  something  about 
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HIV  AIDS.  The  chairman  and  I  and  Senator  Kennedy  started  on 
this  about  4  or  5  years  ago  saying  we  are  not  tr3dng  to  pass  any 
judgment  on  people.  This  is  an  epidemic  that  will  soon  reach  pro- 
portions of  death  that  will  pass  all  other  factors.  So  I  hope  you  will 
continue  in  this  area  because  if  we  do  not  control  this  epidemic  it 
will  simply  continue  to  grow. 

I  again  was  horrified  by  the  fact  that  it  is  now  in  both  men  and 
women  and  in  the  age  group  of  our  most  productive  citizens.  As 
you  pointed  out  in  your  charts,  it  is  growing  faster  than  any  other 
cause  of  death.  That  is  just  tragic. 

Thank  you  very  much,  Doctor,  and  thank  you,  Mr.  Chairman.  I 
have  no  farther  questions. 

Dr.  Mason.  Mr.  Chairman,  could  I  make  a  comment  briefly? 

Senator  Harkin.  Yes;  you  may. 

Dr.  Mason.  In  introducing  Dr.  Archer  I  did  not  mention  that  he 
is  a  board  certified  obstetrician-gynecologist  who  was  practicing  in 
what  I  think  you  would  call  a  lucrative  practice  in  Virginia.  We  are 
very  pleased  that  we  could  bring  him  into  the  Federal  Government 
to  oversee  our  adolescent  family  life  and  our  Family  Planning  Pro- 
gram and  give  it  that  kind  of  professional  oversight. 

I  have  also  created  an  Office  of  Women's  Health  in  the  Office  of 
the  Assistant  Secretary  for  Health  so  that  we  can  concentrate  on 
the  problems  of  women.  As  you  know,  both  NIH  and  ADAMHA 
have  also  created  associate  directors  for  women's  health  research. 
So  we  are  trying  to  put  more  emphasis  on  women's  health. 

AIDS  INTERVENTION  AND  TREATMENT 

Senator  Harkin.  One  last  question.  Dr.  Mason.  I  understand 
that  the  number  of  women  and  children  with  AIDS  is  increasing, 
as  is  the  number  of  cases  transmitted  by  drug  addiction.  I  am  re- 
ferring back  to  these  charts  again  that  you  had. 

In  spite  of  these  very  troubling  trends,  what  is  the  overall  status 
of  the  AIDS  epidemic?  What  do  you  view  as  the  most  important 
pubHc  health  priority  vis-a-vis  the  AIDS  crisis? 

Dr.  Mason.  I  feel  that  the  most  important  public  health  priority 
with  regard  to  AIDS  concerns  women  and  babies,  but  we  need  to 
be  concerned  about  all  population  groups. 

Even  though  as  a  nation  we  are  spending  hundreds  of  millions 
of  dollars  on  research  for  chemotherapy  and  for  vaccine  develop- 
ment, and  we  hope  that  we  will  have  improved  therapies  and  a 
vaccine  someday,  at  this  point  in  time  the  emphasis  has  to  be  on 
preventing  the  spread  of  infection  from  person  to  person.  I  think 
that  is  where  we  need  to  put  our  resources. 

I  guess  if  I  had  any  concern  to  express  with  you,  it  is  that  one 
of  the  effects  of  the  Ryan  White  bill  will  be  to  allow  money  that 
is  currently  being  allocated  by  CDC  for  testing,  counseling,  and 
partner  notification  to  the  States  to  use  for  early  intervention  and 
treatment. 

Now  I  am  sympathetic  to  the  early  intervention  and  treatment 
needs  of  our  Nation,  but  CDC  is  the  forefront,  the  foremost  preven- 
tion organization  in  the  world,  and  I  wonder  if  we  are  not  being 
penny  wise  and  pound  foolish  to  allow  diversion  of  prevention 
funds  into  early  intervention.  I  think  there  ought  to  be  adequate 
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funds  for  early  intervention,  but  I  hate  to  see  basic  primary  pre- 
vention money  being  used  in  that  way. 

That  is  why  I  would  appeal  to  you  that  we  not  in  any  way  curtail 
the  funds  that  are  going  into  education,  particularly  education  for 
women,  for  minorities,  and  for  people  at  extra  risk.  If  we  do  not 
invest  in  education,  we  will  have  to  pay  for  earlv  intervention  and 
treatment  of  cases  that  we  have  not  prevented.  That  is  where  I 
would  put  my  money. 

Senator  Harkin.  Dr.  Mason,  thank  you  very  much  for  being  here 


Senator  Harkin.  Thanks,  Dr.  Mason.  I  have  to  move  along.  I 
have  to  be  out  of  here  by  noon. 

There  will  be  some  additional  questions  from  various  Senators 
which  we  will  submit  to  you  for  your  response. 

[The  following  questions  were  not  asked  at  the  hearing,  but  were 
submitted  to  the  Department  for  response  subsequent  to  the  hear- 
ing:] 


Dr.  Mason.  Thank  you,  Mr.  Chairman. 


QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 
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QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

DISEASE  PREVENTION /HEALTH  PROMOTION 


Question.     Dr.  Mason,  you  and  I  share  a  strong  interest  in 
giving  higher  priority  to  disease  prevention/health  promotion 
programs*    Could  you  give  the  Committee  an  update  on  the  status  of 
disease  prevention/health  promotion  initiatives  at  the  Department? 

Answer.    Disease  prevention  and  health  promotion  provides  an 
umbrella  category  for  much  of  the  work  carried  out  by  the  Public 
Health  Service.     This  fact  is  underscored  by  the  organization  of 
Healthy  People  2000;     National  Health  Promotion  and  Disease 
Prevention  Objectives  into  22  priority  areas,  which  cover  preventable 
chronic  diseases,  injuries  (both  unintentional  and  violent),  mental 
health  and  mental  disorders,  prevalent  risk  factors  such  as  smoking 
and  substance  abuse,  and  infectious  diseases  such  as  HIV  infection 
and  sexually  transmitted  diseases  as  well  as  vaccine-preventable 
childhood  diseases.    The  list  of  PHS  disease  prevention/health 
promotion  initiatives  is,  therefore,  a  very  lengthy  one,  covering  not 
only  our  health  education  and  information  activities  but  also  our 
programmatic  interventions,  such  as  screening  for  breast  and  cervical 
cancer,  infant  mortality  prevention,  and  childhood  immunization 
programs.    We  are  in  the  process  of  developing  the  PHS  implementation 
plan  for  Healthy  People  2000.  to  be  published  later  in  1991,  which 
will  catalog  the  breadth  and  specificity  of  our  programs  that  address 
disease  prevention  and  health  promotion  and  support  achievement  of 
our  national  prevention  objectives  for  the  year  2000. 

Question.  Dr.  Mason,  as  you  know  only  approximately  half  of  the 
year  1990  Health  Objectives  were  met.  Now,  we  have  the  Year  2000 
Health  Objectives.  These  objectives  set  forth  a  fairly  comprehensive 
set  of  goals  for  improving  the  health  of  Americans  by  the  turn  of  the 
century.  What  is  your  plan  for  meeting  these  objectives;  what 
changes  in  federal  programs  or  increases  in  federal  funding  should  be 
made  to  insure  success? 

Answer.     It  is  important  to  emphasize  that  the  health  objectives 
for  the  year  2000  are  national  objectives.    There  is  an  important 
leadership  and  support  role  to  be  played  by  the  Federal  government  in 
reaching  the  targets  set  by  those  objectives,  but  equally  important 
are  the  efforts  of  public  and  private  sector  organizations  and 
individuals.    Overall,  the  national  track  record  on  the  1990 
objectives  was  positive.    We  have  probably  met  two  out  of  every  three 
objectives  for  which  data  are  available.     Even  for  those  unlikely  to 
be  met,  the  trends  are  in  the  wrong  direction  for  only  a  handful. 
With  that  said,  however,  I  want  to  point  out  that  we  begin  the  decade 
of  the  1990s  with  a  number  of  significant  pluses,  as  compared  with 
the  situation  of  the  last  decade. 

First,  we  have  the  experience  of  the  1990  objectives  to  learn 
from.    We  understand  the  importance  of  careful  tracking  of  the 
objectives,  and  we  learned  that  their  achievement  required  a  much 
broader  array  of  agencies  and  organizations  than  we  were  aware  of  and 
involved  with  in  the  last  decade's  objectives. 

Second,  we  have  Federal  leadership  that  has  made  preventive 
health  a  major  part  of  its  health  policy.    The  President's  1991  State 
of  the  Union  Address  and  the  special  emphasis  given  to  prevention  in 
the  President's  Budget  for  Fiscal  Year  1992  give  evidence  of  this 
commitment . 

Third,  in  the  Department  and  in  the  PHS,  we  are  using  the  year 
2000  as  the  principal  organizing  framework  for  our  prevention 
efforts,  thus  changing  the  objectives  from  a  kind  of  "background"  for 
our  activities,  as  with  the  1990  objectives,  to  a  "shaper"  of  our 
activities  in  the  coming  years.    Especially  in  a  period  of 
constrained  funding  because  of  the  national  debt  situation,  it  is 
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important  to  have  such  a  framework  so  that  vhat  resources  we  do  have 
can  be  more  effectively  channeled  to  the  kinds  of  health  issues  and 
preventive  actions  that  can  be  expected  to  produce  the  best  results. 

Finally,  even  within  the  constraints  of  Federal  policy  to  reduce 
the  deficit  in  spending  and  to  keep  within  the  guidelines  of  the 
budget  agreements  reached  with  Congress  in  1990,  we  will  identify 
specific  opportunities  where  funding  increases  are  appropriate  and 
likely  to  produce  tangible  improvements,  and  will  ask  for  increases 
in  those  areas.    That  is  the  case  in  the  appropriations  request  for 
FY  1992.    We  seek  to  increase  targeted  efforts  aimed  at  reducing 
infant  mortality  and  low  birth  weight,  protecting  children  from  lead 
poisoning,  improving  immunization  coverage  for  children,  increasing 
efforts  to  reach  women  in  need  of  screening  for  breast  and  cervical 
cancer,  and  intensifying  efforts  to  reduce  the  use  of  tobacco.  In 
subsequent  years,  this  same  kind  of  carefully  considered  targeted 
approach  to  addressing  the  opportunities  laid  out  in  Healthy  People 
2000  will  be  undertaken. 

Question.    Dr.  Mason,  we  see  a  number  of  increases  for  CDC 
prevention  activities  .   .  .  increases  for  lead  screening  and  the 
breast  and  cervical  cancer  initiative.     In  fact  you  have  said  that 
over  60  percent  of  the  Public  Health  Service  increases  are  for 
prevention  programs.     Yet  we  do  not  see  any  significant  funding 
increases  for  the  States  to  assist  them  in  the  lead  role  they  will 
have  in  meeting  the  Year  2000  Objectives.      The  CDC  Preventive 
Services  Block  Grant  increases  only  $14.7  million  or  15.9  percent. 
Is  this  an  adequate  funding  level  if  we  are  serious  about  meeting  the 
objectives? 

Answer.     The  Preventive  Health  and  Health  Services  Block  Grant 
complements  other  funding  to  the  states  which  is  of  a  categorical 
nature.     Thus  the  grant  is  not  the  only  source  of  federal  funds  the 
states  have  to  meet  the  Year  2000  Objectives.    While  additional 
funding  is  always  more  desirable,  the  request  for  additional  funds 
for  FY  1992  is  submitted  within  the  context  of  the  availability  of 
multiple  sources  of  federal  funds  to  the  states,  this 
Administration's  commitment  to  achieving  the  Year  2000  Objectives, 
and  the  flexibility  of  the  block  grant  to  address  priority  problems 
of  a  state  but  not  necessarily  every  health  problem  that  exists.  I 
believe  that  the  block  grant,  with  a  focus  on  the  Year  2000 
Objectives  and  increased  funds,  can  do  much  to  assist  the  states  to 
meet  the  objectives  particularly  in  view  of  the  data  standardization, 
health  planning,  and  training  initiatives  that  are  part  of  the 
request  for  additional  funds. 

Question.    Perhaps  one  of  the  most  important  components  in  our 
health  care  system  for  meeting  the  Health  Objectives  for  the  Year 
2000  is  a  strong  public  health  system.    As  you  know,  a  number  of 
reports,  including  a  report  by  the  Institute  of  Medicine,  have  found 
that  our  public  health  system  is  in  disarray.    What  public  health 
infrastructure  improvements  need  to  be  made  to  help  us  meet  our 
objectives? 

Answer.    CDC's  efforts  to  strengthen  the  public  health 
infrastructure  will  depend  heavily  on  development  of  an  integrated 
communications  system  linking  CDC  with  public  health  professionals 
and  will  focus  on  approaches  designed  to  enhance  the  capacity  of 
state  and  local  health  agencies  to  carry  out  the  core  functions  of 
public  health  (assessment,  policy  development,  and  assurance)  as 
defined  by  the  Institute  of  Medicine  Report.    Their  ability  to  carry 
out  these  functions  is  determined  by:    1)  the  knowledge,  skills,  and 
abilities  of  the  public  health  workforce;    2)  leadership, 
particularly  at  the  state  and  local  level;     3)  the  availability  of 
resources;  and  4)  the  organizational  relationships  throughout  the 
system.    Efforts  must  be  focused  on  these  four  determinants  of  the 
capacity  of  the  public  health  system. 

Workforce;     Enhance  our  commitment  to  training  public  health  workers 
by  continuing  to  update  and  expand  our  current  activities  and 
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exploring  the  application  of  the  most  current  technology  to  expand 
our  distance-based  training  efforts. 

Leadership;    Undertake  specific  activities  designed  to  improve  the 
leadership  skills  among  public  health  leaders.    CDC  is  sponsoring  an 
annual  Public  Health  Leadership  Institute  to  be  conducted  jointly 
with  a  nationally  recognized  academic  institution.    This  Institute 
will  be  an  intense  one  week  educational  experience  designed  to 
develop  leadership  skills  and  provide  current  information  on  national 
public  health  issues. 

Resources:    Increased  flexibility  in  the  use  of  resources  should  be 
explored  in  the  process  of  developing  new  program  announcements  or  in 
the  reauthorization  of  existing  programs. 

Organization;    We  must  explore  innovative  ways  for  state  and  local 
health  agencies  to  access  technical  assistance  in  the  use  of 
organizational  effectiveness  and  community  based  planning  models  such 
as  the  Assessment  Protocol  for  Excellence  in  Public  Health  (APEX/PH), 
Planned  Approach  to  Community  Health  (PATCH),  and  Model  Standards. 

In  addition  to  a  moderate  commitment  of  fiscal  resources,  state  and 
local  agencies  must  make  a  long-term  commitment  to  the  career 
development  and  training  of  current  staff.     They  must  also  increase 
their  commitment  to  support  public  health  at  the  local  level  by 
working  in  partnership  with  local  health  agencies  to  develop  capacity 
at  the  community  level.    Local  health  departments  must  be  committed 
to  involving  the  community  and  addressing  racial,  ethnic,  and 
minority  interest  in  the  development  of  public  health  policy 
regarding  the  allocation  of  public  health  dollars. 


STATUS  OF  THE  AIDS  EPIDEMIC 


Question.    Dr.  Mason,  I  understand  that  the  number  of  women  and 
children  with  AIDS  is  increasing  as  is  the  number  of  cases 
transmitted  by  drug  addicts.     In  spite  of  these  very  troubling 
trends,  what  is  the  overall  status  of  the  AIDS  epidemic?    What  do  you 
view  as  the  most  important  public  health  priority  vis-a-vis  the  AIDS 
crisis? 

Answer.    AIDS  continues  to  be  a  major  public  health  problem  in 
the  nation  and  around  the  world.    In  the  last  12  months,  more  than 
42,000  new  cases  of  AIDS  were  reported  in  the  U.S.    Women  are  now 
almost  12  percent  of  new  cases.    Almost  800  new  cases  in  children 
were  reported  last  year;  nearly  90  percent  of  them  were  born  to  an 
infected  woman. 

The  epidemic  continues  to  ravage  our  racial  and  ethnic  minority 
populations:    Among  men,  more  than  41  percent  of  cases  are  in 
minorities.    For  women,  the  figure  is  more  than  73  percent,  and  for 
children  with  AIDS,  it  is  above  78  percent.    Most  cases  continue  to 
occur  in  the  large  cities  of  our  Nation,  but  increasingly  reports  of 
cases  are  coming  from  smaller  cities,  towns  and  rural  areas  across 
our  country.    We  also  continue  to  see  an  increasing  proportion  of 
cases  in  persons  who  are  drug  users  --  both  among  those  who  inject 
drugs  and  among  those  who  engage  in  sex  in  conjunction  with  drug  or 
alcohol  use. 

Although  our  prevention  efforts  have  been  successful  in  reducing 
the  numbers  of  new  infections,  we  conservatively  estimate  that  at 
least  40,000  Americans  were  newly  infected  with  the  HIV  virus  last 
year  — and  the  actual  number  may  be  several  times  as  high.  These 
people  will  be  the  cases  that  are  diagnosed  at  the  end  of  this  decade 
and  into  the  next  century. 

The  good  news  is  that  as  we  develop  new  therapies  and  refine  our 
ability  to  provide  effective  treatments,  we  are  able  to  increase  both 
the  quality  and  length  of  life  of  people  with  HIV  infection  and  AIDS. 
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As  we  do  so,  however,  we  are  increasing  the  demands  on  the  health 
care  and  social  service  systems  of  our  Nation. 

Our  budget  request  of  $1.9  billion  for  AIDS  reflects  a 
continuing  emphasis  on  the  basic  areas  in  which  we  have  the  best 
opportunity  for  long-term  benefits:     basic  research,  development  and 
testing  of  new  therapies  and  vaccines,  and  risk  assessment,  education 
and  prevention  programs.    We  have  also  requested  funds  to  continue 
treatment  programs  authorized  under  the  Ryan  White  Comprehensive  AIDS 
Resources  Emergency  (CARE)  Act.     Further,  HCFA    estimates  that  in  FY 
1992,  its  expenditures  for  AIDS  treatment  will  increase  $310  million 
from  FY  1991,  to  $1.36  billion,  a  30  percent  increase.    Also,  we  are 
requesting  funds  for  CDC  prevention  programs  under  Title  III  of  the 
CARE  Act.    We  are  concerned,  however,  that  this  authorization  divides 
the  money  between  traditional  prevention  efforts  and  early 
intervention  activities  for  people  who  are  infected,  thus,  reducing 
Federal  monies  available  for  counseling,  testing,  and  partner 
notification  programs. 

Question.    Dr.  Mason,  the  Public  Health  Service  request  for  AIDS 
is  $1,950  billion:     $899  million  for  research,  up  to  5.8  percent  from 
last  year;  $220  million  for  Ryan  White,  $655  million  short  of  the 
authorized  level  with  no  increase  from  last  year,  and  $1,119  billion 
for  information,  prevention,  testing  and  counseling  programs,  up  1.8 
percent  from  1990. 

I  understand  that  the  Public  Health  Service  request  for  AIDS  to 
the  Department  was  $2,022  billion,  or  $83  million  more  than  the 
number  we  now  see.    And  the  difference  was  in  ADAMHA  and  NIH 
research. 

If  additional  funding  were  available  for  1992  for  AIDS,  which 
area  should  be  given  priority  for  additional  funding? 

Answer.     If  additional  funding  were  received  in  1992  for  AIDS 
the  priority  given  would  be  to  increase  prevention  activities. 


PEDIATRIC  AIDS 


Question.    As  you  know,  increases  for  pediatric  AIDS  have  far 
outstripped  the  increase  for  non-pediatric  AIDS.    For  example,  last 
year  the  two  rates  were  16.9  percent  as  the  general  increase  and  24 
percent  for  pediatric  AIDS. 

Also,  because  of  the  priority  given  to  pediatric  AIDS  clinical 
trial  units  last  year,  37  percent  of  all  clinical  trial  funding  will 
go  to  pediatric  units  while  only  approximately  1.5  percent  of  the 
cases  are  pediatric  cases.     Has  too  much  priority  been  given  to 
pediatric  AIDS? 

Answer.    Basic  research  on  pediatric  AIDS  should  continue  to  be 
of  high  priority,  and  more  research  needs  to  be  done  in  this  area  to 
provide  information  that  will  improve  the  management  of  HIV  infected 
children  and  provide  the  basis  for  development  of  therapeutics  and 
vaccines  for  this  population. 

During  the  last  several  years,  the  changing  demographics  of  the 
epidemic  and  the  paucity  of  information  about  therapeutics  for 
children  with  AIDS  has  resulted  in  a  marked  increase  in  funding  for 
pediatric  AIDS  clinical  trials.    As  a  result,  AZT  has  been  licensed 
for  use  in  children  and  an-  increased  number  of  protocols  are 
evaluating  additional  drugs  for  use  in  children.    However,  as  noted, 
a  result  of  this  increase  has  been  that  the  funding  for  AIDS  clinical 
trials  for  children  is  disproportionate  to  the  number  of  cases  in 
children.     Some  of  this  disproportionate  funding  is  inevitable 
because  of  the  demands  of  research;  for  example,  a  clinical  trial 
that  needs  200  patients  to  achieve  significant  results  needs  200 
patients  regardless  of  whether  they  are  adults  or  children.  Also, 
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the  special  needs  of  the  clinical  trials  for  children  may  require  per 
patient  costs  that  ire  considerably  higher  than  for  adults. 
Nevertheless,  the  recent  congressional  earmark  for  pediatric  AIDS 
clinical  trials  has  further  increased  the  level  of  funding  for  this 
effort  and  has  caused  the  NIH  concern  since  sufficient  additional 
funds  were  not  provided  and  ongoing  research  in  other  areas  will  have 
to  be  reduced.     Of  particular  concern  is  the  increasing  trend  to 
divert  scarce  research  dollars  for  health  care  needs.     The  NIH  agrees 
that  a  certain  level  of  ancillary  services  are  required  to  ensure 
that  pediatric  populations  are  able  to  participate  in  clinical 
trials.    However,  these  ancillary  services  should  be  commensurate 
with  the  level  required  to  ensure  that  pediatric  patients  may 
participate  in  trials  rather  than  providing  the  full  range  of  health 
care  coverage. 

Broad  based  efforts  are  needed  in  vaccine  and  drug  development, 
epidemiology  studies,  and  clinical  trials  for  all  populations.  We 
want  to  continue  intensive  efforts  in  all  areas  of  basic  research 
that  will  be  of  benefit  to  all  affected  populations,  as  well  as  to 
continue  research  targeted  to  understanding  the  disease  in  different 
affected  populations  as  the  demographics  of  the  epidemic  evolve. 


FAMILY  PLANNING 


Question.     Late  last  year,  the  Department  opted  to  change  the 
Title  X  funding  formula,  without  consulting  the  authorizing  or 
Appropriations  Committees.     I  opposed  the  change,  and  was  pleased 
that  the  Department  agreed  to  leave  the  formula  as  it  is. 

The  FY  92  budget  proposes  turning  the  family  planning  program 
into  a  State-run  block  grant.    Yet  I  understand  plans  are  also  being 
drawn  up  to  centralize  the  grant-making  authority  for  Title  X  here  in 
Washington.    Congress  has  rejected  both  of  these  proposals  in  the 
past.     Needless  to  say  these  proposals  raise  the  concern  that  awards 
vill  be  made  on  an  ideological  or  political  basis. 

Dr.  Mason,  you  know  that  old  saying,  "if  it  ain't  broke,  don't 
fix  it".    Why  is  the  Department  proposing  to  centralize  the  grant- 
making  authority  for  Title  X  in  Washington? 

Answer.    Although  no  final  decision  has  been  make,  we  are  moving 
toward  recentralization  of  grant  authorities  and  realignment  of  staff 
for  the  agency  programs  of  Health  Resources  and  Services 
Administration,  the  Centers  for  Disease  Control  and  the  Indian  Health 
Service . 

Title  X,  as  an  Office  of  the  Assistant  Secretary  for  Health 
(OASH)  program,  would  continue  to  be  managed,  as  it  is  now,  with 
authority  delegated  from  me  to  Dr.  Archer,  the  Deputy  Assistant 
Secretary  for  Population  Affairs,  and  from  him  to  the  Regional  Health 
Administrators . 

As  we  have  indicated  previously  to  the  Committee,  we  would  not 
make  any  changes  in  Title  X  without  consulting  with  Congress. 

Question.    In  the  next  few  months,  the  U.S.  Supreme  Court  will 
rule  on  the  cases  now  before  it,  which  challenge  the  "gag  rule" 
promulgated  by  your  Department  in  1988.    As  you  know,  that  rule 
forbids  Federally  funded  family  planning  clinics  from  providing 
information  about  the  legal  right  to  abortion  services. 

I'd  like  an  update  on  the  Department's  plans  for  implementing 
these  regulations,  should  the  Court  decide  in  favor  of  the 
Administration  and  allow  the  regulations  to  stand.    How  much  time 
will  Title  X  providers  have  to  decide  whether  they  will  comply  with 
the  1988  regulations? 
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Answer.     If  the  Supreme  Court  upholds  the  regulations,  the 
Department  will  allow  30  days  after  the  dissolution  of  any  injunction 
for  grantees  to  provide  an  assurance  of  compliance  including  a 
description  of  the  manner  in  which  the  grantee  will  provide  services 
in  compliance  with  the  regulation.      While  this  may  seem  a  short 
period,  grantees  have  had  3  years  to  consider  the  implications  of 
these  regulations,  including  the  matter  of  whether  they  will  comply 
and  the  methods  they  would  use  to  ensure  compliance. 

Following  receipt  of  this  assurance  of  compliance,  including  a 
description  of  the  manner  in  which  compliance  will  be  effected, 
grantees  will  be  provided  an  additional  30  days  to  come  into 
compliance  with  the  requirements  of  the  rules.  In  a  few  cases  in 
which  physical  or  financial  entanglements  between  abortion  and  family 
planning  are  so  substantial  that  a  longer  period  is  required  to 
achieve  compliance,  a  longer  period  may  be  authorized  to  achieve 
compliance  with  this  part  of  the  regulation. 

Question.     If  any  Title  X  providers  refuse  to  comply,  does  the 
Department  plan  to  discontinue  funding  them  --  and  if  so,  how  will 
you  ensure  that  Title  X  services  will  be  continued  without 
interruption? 

Answer.    We  believe  that  few  if  any  Title  X  grantees  will  refuse 
to  participate  in  the  program  if  the  Supreme  Court  upholds  these 
regulations.    However,  should  any  grantees  drop  out  of  the  program 
because  they  decide  not  to  comply  with  the  regulations,  there  will  be 
little  difficulty  in  transferring  the  grant  to  another  grantee  in  an 
orderly  manner. 


VACCINE  COMPENSATION  TRUST  FUND 


Question.    Dr.  Mason,  you  recently  told  the  National  Vaccine 
Advisory  Committee  that  the  FY  1992  budget  would  not  include  extra 
funds  for  the  vaccine  injury  compensation  trust  fund  in  order  to  pay 
for  the  cases  of  injuries  and  deaths  due  to  vaccines  administered 
before  October  1,  1988. 

This  Committee  has  provided  over  $137  million  in  the  past  two 
years  to  pay  these  claims.    My  information  indicates  that  about  $47 
million  remains  available.    However,  over  4,000  claims  have  been 
filed,  and  it  may  cost  up  to  $3  billion  to  pay  those  claims. 

These  vaccinations  are  required  by  the  Federal  government.  Is 
it  appropriate  for  the  government  to  compensate  families  of  children 
injured  by  the  vaccines? 

Answer.    Yes,  it  is  appropriate  for  the  Federal  government  to 
compensate  families  of  children  injured  by  vaccines. 

Question.     How  do  you  propose  to  handle  this  flood  of  new 
claims? 

Answer.     I  have  asked  the  Advisory  Commission  on  Childhood 
Vaccines  to  develop  a  set  of  recommendations  to  address  the  financing 
issues  facing  the  program.     I  have  asked  that  any  potential  revisions 
to  the  authorizing  legislation  should  be  based  on  scientific 
knowledge  regarding  causation  of  adverse  effects  related  to  vaccines. 

Question.    Dr.  Mason,  what  do  recent  medical  findings  indicate 
about  the  correlation  between  injured  infants  and  the  vaccines? 

Answer.  Approximately  five  to  ten  cases  of  vaccine  associated 
poliomyelitis  are  reported  each  year.  Some  of  these  are  contracted 
by  yet  undiagnosed  immune  deficient  hosts. 

No  good  evidence  exists  for  MMR  (mumps,  measles,  and  rubella) 
vaccine  associated  injury.     Isolated  case  reports  of  suspected  but 
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unconfirmed  "postvaccinal  encephalomyelopathy"  have  appeared  in  the 
literature. 

No  characteristic  neurologic  syndrome  or  pathology  has  been 
found  to  follow  DTP  (diphtheria,  tetanus,  and  pertussis) 
immunization.    Many  neurologic  illnesses  including  many  of  the 
epilepsies  may  be  present  in  the  first  year  of  life  and  may  coincide 
with  time  of  immunization.     The  current  literature,  however,  which 
includes  a  number  of  controlled  studies  does  not  allow  for  a  causal 
association  to  be  drawn  between  DTP  and  brain  injury,  epilepsy,  or 
specifically  infantile  spasms.    One  can  conclude  then,  that  if 
serious  neurologic  illness  occurs  following  DTP  vaccination,  it  must 
do  so  so  rarely  as  to  be  unmeasurable .    There  are  no  means  at  this 
time  by  which  such  an  isolated  event  could  be  verified.  In 
additions.  Sudden  Infant  Death  Syndrome  has  been  studied  exhaustively 
with  regard  to  DTP  vaccination,  and  has  not  been  shown  to  be  caused 
by  this  vaccination.    A  number  of  benign  conditions  have  been 
reported,  such  as  the  hypotonic  hyporesponsive  episode--a  self 
limited  spell  unassociated  with  death  or  permanent  sequelae. 

Finally,  while  there  is  evidence  that  transient  arthralgia  and 
arthritis  can  in  some  individuals  follow  rubella  vaccination,  it  has 
not  been  shown  that  chronic  arthritis  results. 

V/hile  anaphylaxis  could  conceivably  occur  following  any 
immunization  injection,  its  occurrence  in  the  first  year  of  life  is 
decidedly  rare  and  would  not  be  expected  to  occur  following  first 
exposure  to  a  vaccine. 

Question.    Will  the  Administration  be  seeking  legislation  to 
clarify  the  Federal  responsibility  to  the  families  of  children  who 
were  injured  or  died  as  a  result  of  vaccinations  given  before  October 
1,  1988? 

Answer.    At  this  point,  we  have  not  developed  any  such 
legislative  proposals. 


HIV /AIDS  INFORMATION /PREVENTION 


Question.     The  budget  request  for  HIV/AIDS  information  and 
education  activities  and  preventive  services  within  OASH  includes  no 
funds  in  either  FY  91  or  FY  92  for  preventive  services  for  high-risk 
persons;  no  funds  for  prevention  capacity  enhancement;  no  funds  for 
activities  targeted  to  school-  or  college-aged  youth;  no  funds  for 
education  of  health  care  workers  and  providers;  and  no  funds  for 
activities  aimed  at  the  general  public.    Only  special  minority 
initiatives  appear  to  merit  funds.    Do  you  believe  this  budget 
reflects  the  national  scope  of  the  AIDS  problem  accurately? 

Answer.    With  the  exception  of  HIV/AIDS  activities  carried  out 
by  the  Office  of  Minority  Health  (OMH) ,  OASH/HIV  responsibilities  are 
limited  to  policy  development,  oversight,  and  coordination  of  PHS- 
wide  HIV/AIDS  activities. 

Question.    Why  are  no  funds  requested  for  any  other  prevention 
or  education  activities  in  OASH? 

Answer.    All  of  the  PHS  prevention  programs  other  than  those 
funded  by  OMH,  whose  focus  is  on  minority  AIDS,  are  operated  by  the 
PHS  agencies,  primarily  CDC. 


OFFICE  OF  MINORITY  HEALTH 


Question.    Both  the  Office  of  Minority  Health  and  the  CDC  Office 
of  Minority  HIV  Policy  make  grants  to  national,  regional,  and 
community-based  organizations  serving  minority  populations;  and  both 
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collect  data  and  conduct  studies  about  AIDS  in  minority  groups.  How 
do  the  activities  of  these  offices  differ,  and  what  is  the  rationale 
for  supporting  two  separate  offices  to  do  the  same  things? 

Answer.    The  Office  of  Minority  Health  HIV/AIDS  grants  program 
is  different  from  that  of  the  Centers  for  Disease  Control  in  that  CDC 
grants  target  organizations  in  metropolitan  areas  with  the  highest 

Prevalence  of  AIDS  cases,  while  OMH  does  not  restrict  its  funding 
ased  on  the  geographic  location  (urban/rural)  of  the  potential 
grantee.     In  fact,  OMH  tends  to  fund  organizations  in  areas  with  a 
lower  incidence  of  HIV/AIDS.     In  addition,  OMH-funded  grants  are 
considerably  smaller  than  CDC*s,  ranging  from  $50,000  to  $75,000 
annually  compared  to  CDC's  which  range  from  $20,000  to  $225,000 
annually.    OMH  also  looks  for  racial/ethnic  diversity  in  grantees  and 
target  populations  when  making  its  funding  decisions. 

Both  CDC  and  OMH  maintain  ongoing  collaboration  to  ensure  that 
grantees  of  either  agency  are  not  funded  to  conduct  the  same 
activities.     This  is  essential  in  ensuring  that  funds  are  wisely 
allocated  and  that  a  range  of  community  needs  are  addressed. 

As  minority  HIV/AIDS  issues  and  their  impact  across  geographic 
areas  continue  to  blend  more  closely  with  the  missions  of  OMH  and 
CDC,  it  is  the  intent  of  OMH  to  merge  and/ or  transfer  its  national 
and  local  HIV  grants  program  with  those  of  CDC. 

_  SEXUAL  ACTIVITY  AMONG  TEENAGERS 


Question.    Your  budget  proposes  a  54Z  increase  in  funds  for  the 
Adolescent  Family  Life  program,  from  $7.8  million  to  $12  million. 
This  program  aims  to  prevent  or  reduce  sexual  activity  among  teens . 

Yet  a  recent  CDC  study  has  shown  that  more  young  women  than  ever 
are  having  premarital  sex  in  their  mid-  to  late  teens,  in  spite  of 
their  knowledge  about  the  risks  of  doing  so,  such  as  AIDS.    The  CDC 
didn't  study  young  men,  but  it's  hard  to  believe  their  situation  is 
different. 

The  Adolescent  Family  Life  demonstration  program  is  10  years 
old.     Is  the  program  working? 

Answer.     The  Adolescent  Family  Life  (AFL) ,  program  is  required 
by  statute  to  expend  at  least  two-thirds  of  its  demonstration  funds 
on  projects  which  demonstrate  methods  of  providing  care  to  pregnant 
and  parenting  teens.     Thus,  less  than  one-third  of  the  AFL  program 
demonstration  funds  are  permitted  by  law  to  be  directed  toward 
prevention  or  reduction  of  sexual  activity  among  teens. 

Teen  sexual  activity  rates  are  indeed  rising.    This  trend 
reflects  a  change  in  behavioral  standards  in  families,  in 
representations  of  behavioral  norms  in  the  media,  and,  as  a  result, 
changes  in  the  values  of  teens  themselves.     It  is  unrealistic  for  a 
program  the  size  of  the  AFL  prevention  demonstration  component  to  be 
expected  to  reverse  the  national  trend  toward  increasing  sexual 
activity  among  teens,  and  in  fact,  AFL  is  not  expected  to  have  this 
effect.    Rather,  the  AFL  demonstration  program  is  designed  to  develop 
models  for  families  and  communities  to  use  in  trying  to  reduce  or 
prevent  early  sexual  activity. 

The  AFL  program  has  done  this.    Programs  such  as  Postponing  . 
Sexual  Involvement  in  the  State  of  Georgia  and  the  Illinois 
Commission  on  the  Status  of  Women's  Project  Respect,  have  been 
supported  by  AFL.    Both  demonstrate  that  in  specific  communities 
which  dedicate  themselves  to  resolving  these  issues,  the  national 
trends  can  be  slowed  or  reversed. 

There  are  really  only  two  ways  of  dealing  with  the  problems  of 
adolescent  pregnancy  and  the  teen  epidemic  of  sexually  transmitted 
diseases.    One  is  to  promote  contraception  and  provide  contraceptives 
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and  hope  that  teens  will  use  both  oral  contraceptives  as  preventers 
of  pregnancy  and  condoms  as  protection  against  sexually  transmitted 
diseases.     The  other  is  to  support  the  AFL  approach  of  trying  to 
develop  models  to  encourage  abstinence,  and  supporting  families  and 
communities  to  adopt  postponement  of  teen  sexual  activity  as  a 
realistic,  necessary  and  achievable  goal.    Contraception  should  be 
available  for  teens  who  decide  to  become  sexually  active,  but 
emphasizing  that  teens  have  the  choice  not  to  become  sexually  active 
is  still  the  intervention  of  choice. 


GOALS  OF  SEX  EDUCATION 


Question.    A  study  of  the  impact  sex  education  has  on  sexual 
ij    activity,  contraceptive  use,  and  teen  pregnancy  found  that  teens  who 

are  exposed  to  sex  education  aren't  any  more  likely  to  be  sexually 
'     active  than  other  adolescents.    But  they  are  significantly  more 
ll    likely  to  use  contraceptives,  and  less  likely  to  become  pregnant  than 
1     those  who  have  not  taken  a  sex  education  course.    What  is  the 
I    appropriate  goal  for  these  programs:    should  the  goal  be  teaching 

responsible  sex  education  and  family  planning? 

Answer.  There  have  been  many  studies  on  the  impact  of  school 
,    .based  sex  education  programs  and,  overall,  no  consistent  effects  on 
adolescent  sexual  activity,  contraceptive  use  and  pregnancy  have  been 
found.     The  most  recent — Kirby,  Waszak  and  Ziegler,  "  Six  School- 
Based  Clinics:  Their  Reproductive  Health  Services  and  Impact  on 
Sexual  Behavior",  Family  Planning  Perspectives.  Vol.  23,  No.  1, 
January /February  1991 — found  no  effect  on  the  onset  of  adolescent 
sexual  activity,  varying  effects  on  contraceptive  use,  and  no  effect 
jj    on  pregnancy  rates. 

I  The  factors  that  influence  early  adolescent  sexual  activity, 

ij    contraceptive  use  and  pregnancy  are  complex  and  not  well  understood. 
I    However,  we  do  know  that  contraceptive  based  sex  education  programs 
have  not  had  any  significant  impact  on  the  problems  of  adolescent 
sexual  activity  and  pregnancy.     In  addition,  people  in  many 
communities  feel  that  these  programs,  especially  when  school  based, 
create  an  environment  in  which  adults  and  authority  figures  appear  to 
condone  early  sexual  activity  as  long  as  contraception  is  used. 

Given  the  research  on  this  subject  and  the  fact  that  adolescent 
sexual  activity,  the  incidence  of  STDs  and  AIDS  in  the  adolescent 
y.    population,  and  out-of-wedlock  births  to  adolescents  continue  to 
increase  from  already  alarming  levels,  it  seems  unlikely  that 
increased  provision  of  contraceptive  based  sex  education  programs  is 
the  answer  to  these  problems. 


DUPLICATION  IN  CASH  PROGRAM  OFFICES 


'j  Question.     Several  program  offices  within  the  Office  of 

i    Assistant  Secretary  appear  to  be  duplicative  of  other  programs  in 

PHS.     For  example,  the  National  Vaccine  Program  Office  works  on 
fj    Improving  our  vaccine  capability,  as  does  NIH,  CDC,  and  FDA.  The 
j    Office  of  Minority  Health  aims  to  improve  the  health  status  of 
minorities,  the  same  goal  as  several  HRSA  and  CDC  programs.  The 
Office  of  Minority  Health  even  has  a  special  AIDS  unit,  separate  from 
your  National  AIDS  Program  Office  —  which  itself  is  separate  from 
'j    the  AIDS  research  and  care  programs.    You  can  probably  see  where  I'm 
heading  --  Are  these  offices  truly  necessary  within  the  Office  of  the 
Assistant  Secretary,  or  should  we  be  targeting  funds  to  the  programs 
*  themselves? 

Answer.    The  Assistant  Secretary  for  Health  (CASH)  believes  that 
these  offices  are  essential  in  assisting  him  to  manage  the  PHS 
effectively  as  they; 
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(1)  coordinate  complex  and  high  visibility  activities  occurring  in 
several  PHS  agencies,  encouraging  interagency  communication  and 
helping  to  avoid  interagency  duplication  and 

(2)  provide  visibility  for  an  important  issue  at  the  highest  level 
within  PHS  to  assure  that  the  ASH  is  kept  aware  of  developments 
concerning  the  issue  and  to  facilitate  clear 
communication/coordination  with,  for  example,  the  Secretary, 
other  parts  of  the  Department,  other  Federal  departments  and  the 
private  sector. 

In  some  cases,  there  are  legislative  requirements  for  the 
program  office  (or  its  head)  to  be  located  in  OASH.    For  example, 
P.L.  94-317  established  the  Office  of  Disease  Prevention  and  Health 
Promotion  in  OASH  in  1984.     The  position  of  the  Deputy  Assistant 
Secretary  for  Population  Affairs  is  legislatively  located  in  OASH 
(P.L.  91-572).     In  1990,  the  position  of  Deputy  Assistant  Secretary 
for  Minority  Health  (who  directs  the  OASH  Office  of  Minority  Health) 
was  established  within  OASH  by  the  Disadvantaged  Minority  Health 
Improvement  Act  of  1990,  P.L.  101-527. 

Proposals  to  establish  new  program  offices  in  OASH  are  always 
reviewed  carefully  within  PHS  to  ensure  that  duplication  does  not 
occur;  these  proposals  are  also  submitted  to  the  Office  of  the 
Secretary  for  approval.    In  addition,  we  periodically  examine  the 
organizational  structure  of  the  Office  of  the  Assistant  Secretary  for 
Health  to  verify  that  each  OASH  program  component  should  remain  at 
this  organizational  level. 

Funds  certainly  should  be  targeted  to  the  programs  themselves, 
but  to  ensure  that  these  programs  are  efficiently  administered  by  the 
PHS  agencies,  it  is  essential  to  have  these  small  coordinating 
offices  at  the  OASH  level. 

Question.     If  an  Assistant  Secretary-level  office  is  important 
for  coordination  in  the  Department,  would  moving  the  Office  of  Rural 
Health  Policy  to  the  Assistant  Secretary's  level  help  with  efforts  to 
improve  rural  health  care? 

Answer.    At  the  present  time,  there  is  no  reason  to  move  the 
Office  of  Rural  Health  Policy  (ORHP)  to  the  Assistant  Secretary's 
level  since  ORHP's  current  location  in  the  Health  Resources  and 
Services  Administration  (HRSA)  is  practical  and  is  working  well.  The 
Director,  ORHP  reports  directly  to  the  HRSA  Administrator  and,  from 
that  position  within  the  Office  of  the  Administrator,  has  the 
advantage  of  being  able  to  coordinate  and  have  an  impact  on  rural 
health  programs. 

HRSA  provides  a  supportive  environment  for  ORHP  activities  which 
include  managing  a  departmental  telecommunications  demonstration 
project,  administering  several  grant  programs,  and  sponsoring 
workshops  and  conferences  to  focus  on  rural  health  issues.  ORHP 
coordinates  departmental  rural  health  research  as  well  as  the  PHS 
responsibilities  pertaining  to  the  rural  economic  development 
activities  of  the  Secretary's  Policy  Council.    In  addition,  ORHP  is 
involved  in  several  collaborative  efforts  with  other  Federal 
agencies. 

ORHP  has  established  good  working  relationships  with  the  Health 
Care  Financing  Administration  (HCFA)  regarding  the  coordination  and 
review  of  HCFA  policies  which  impact  on  rural  health  care.  ORHP 
provides  technical  assistance  to  HCFA  in  the  design  and 
implementation  of  HCFA  grant  programs  aimed  at  assisting  rural 
hospitals . 

At  the  discretion  of  the  Assistant  Secretary  for  Health, 
additional  coordinative  efforts  can  be  carried  out  by  ORHP  without 
changing  its  organizational  location.     Since  ORHP  is  effectively 
carrying  out  its  responsibilities,  I  believe  that  the  HRSA  location 
offers  the  most  advantages.     It  allows  ORHP  to  carry  out  policy  and 
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program  activities  which  focus  on  improvements  to  rural  health  care 
and,  through  these  activities,  gives  ORHP  the  ability  to  present  a 
"real  world"  rural  health  perspective  to  PHS,  HCFA,  and  OS  management 
when  policy  issues  are  being  considered. 

Question.     Dr.  Mason,  as  you  know,  both  the  House  and  the  Senate 
last  year  asked  NIH  to  develop  a  cost  management  plan  in  an  effort  to 
bring  some  stability  and  predictability  to  NIH  funding  patterns. 
This  draft  plan  was  submitted  to  us  on  January  15  and  has  a  number  of 
key  features  including:    1)    establishing  4  years  as  the  average 
length  of  research  grants,  2)  requiring  that  the  average  cost 
increases  for  research  grants  be  held  to  the  biomedical  price  index, 
3)  funding  the  number  of  training  slots  recommended  by  the  National 
Academy  of  Sciences,  A)  abolishing  the  use  of  the  concept  of 
approving  grant  applications,  and  5)  increasing  funding  for  other 
mechanisms  to  reflect  inflationary  costs. 

Dr.  Mason  we  have  yet  to  receive  the  final  cost  management  plan 
from  the  department.    Do  you  support  the  draft  cost  management  plan 
that  has  been  prepared  by  NIH? 

Answer.    The  draft  is  still  under  review.    Dr.  Healy,  the  new 
NIH  Director,  has  been  asked  to  review  the  current  draft  before  it  is 
forwarded  to  the  Secretary  for  his  approval. 


INDIRECT  COSTS 


!  Question.     Dr.  Mason,  as  you  may  know,  we  had  discussions  this 

I    year  with  the  Secretary  and  the  Inspector  General  about  the  issue  of 
I    indirect  costs  associated  with  biomedical  research,  which  as  you  know 
j     range  from  6.3  percent  for  the  Foundation  at  the  New  Jersey  Institute 
I     of  Technology  to  155  percent  for  the  Michigan  Cancer  Foundation.  The 
j    IG  suggested  we  might  consider  several  ideas  for  controlling  indirect 
'     costs  including,  1)  a  cap;  2)  cost  sharing  with  the  institution,  or 
I     3)  providing  just  one  lump  sum  payment  to  the  researcher  who  then 
(I    would  negotiate  with  his  or  her  institution  as  to  the  required 
j!    overhead  payment.    Do  you  have  any  views  on  this  issue?    How  can  we 

create  an  incentive  for  the  institutions  to  limit  their  indirect  cost 

requirements? 

Answer.    Consideration  is  currently  being  given  to  reexamining 
(     the  indirect  cost  component  of  research  grants  as  part  of  the 

forthcoming  PHS  plan  for  managing  the  costs  of  biomedical  research. 
This  plan  is  still  in  its  formative  stages  but  it  is  PHS's  intention 
to  recommend  that  a  panel  be  established  to  review  issues  relative  to 
Indirect  costs  and  to  determine  if  such  costs  can  be  reasonably 
contained  without  jeopardizing  the  ability  of  grantee  institutions  to 
conduct  research.     In  particular,  the  PHS  wants  assurance  that  the 
indirect-cost  pool  is  free  of  non-research  costs  and  that  PHS  awards 
are  not  bearing  a  disproportionate  share  of  the  total  overhead 
associated  with  research. 

In  the  short  term,  it  is  PHS's  intention  to  seek  approval  from 
.    the  Secretary  to  establish  the  indirect  cost  rate  negotiated  for  the 
fj    Initial  year  as  the  rate  for  all  years  of  the  recommended  period  of 
i    support,  normally  from  one  to  five  years.     This  will  be  a  small  but 
I:    important  contribution  to  making  future  funding  levels  as  nearly 
1    predictable  as  possible. 


HEALTHY  PEOPLE  2000 


Question.    Your  office  recently  issued  the  Healthy  People  2000 
plan  for  improving  America's  health  over  the  next  decade.  Healthy 
I    Youth  2000  is  excerpted  from  the  larger  plan,  and  focuses  on 
I    improving  adolescent  health.    Healthy  Youth  2000  notes  that  over 
25  percent  of  people  aged  12-17  have  used  alcohol  in  the  past  month, 
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and  some  58  percent  of  those  aged  18-20  have  been  drinking  in  the 
past  month.    A  stunning  33  percent  of  high  school  seniors  have  been 
"binge"  drinking  —  five  or  more  drinks  at  a  time  —  in  the  past  two 
weeks.     The  plan  also  notes  that  the  average  first  use  of  cigarettes 
is  before  age  12. 

Healthy  People  2000  sets  as  goals  to:     reduce  deaths  caused  by 
alcohol-related  traffic  accidents;  and  increase  by  at  least  one  year 
the  age  of  first  use  of  alcohol,  as  well  as  cigarettes  and  marijuana. 

The  plan  also  notes  the  clear  connection  between  higher  excise 
taxes  and  reduced  consumption  of  alcohol,  especially  among  people 
aged  16  to  21.    Do  you  believe  that  higher  excise  taxes  on  cigarettes 
and  alcohol  is  a  means  to  reduce  consumption,  as  the  report  notes? 
And  if  so,  do  you  support  higher  excise  taxes? 

Answer.    As  noted  in  Healthy  People  2000  and  excerpted  in 
Healthy  Youth  2000.  the  level  of  excise  taxes  on  alcohol  has  been 
demonstrated  to  effect  consumption  of  alcohol,  particularly  among 
youth.    We  agree  that  tax  policy  is  one  effective  intervention  among 
many  in  addressing  the  kinds  of  use  reduction  envisioned  in  the  year 
2000  objectives.    Objective  4.16  calls  for  an  increase  in  the  number 
of  States  that  have  adopted  policies,  beyond  those  in  existence  in 
1989,  to  reduce  access  to  alcoholic  beverages  by  minors;  and  the  note 
for  this  objective  specifically  mentioned  product  pricing  as  a 
recommended  policy.    At  the  Federal  level,  tax  policy  is  not  within 
the  purview  of  the  PHS  or  the  Department  to  determine.    We  applaud 
the  increases  effected  by  Congress  and  the  President  in  1990  and  will 
certainly  advocate  within  the  Administration  for  future  attention  to 
this,  as  one  of  many  potential  avenues  to  bring  about  reduced  use  of 
alcohol  by  young  people. 


STATE  OFFICES  OF  MINORITY  HEALTH 


Question.     The  budget  requests  an  increase  within  the  Office  of 
Minority  Health  to  assist  state  offices  of  minority  health.    Why  is 
it  important  to  support  these  state  offices? 

Answer.     The  1992  budget  for  OMH  contains  $2.0  million  for 
assistance  to  States  and  private  sector  groups.     This  is  an  increase 
of  $1.03  million  from  1991.    We  estimate  that  $1.0  million,  an 
increase  of  $.5  million,  will  be  used  to  assist  state  efforts  to 
establish  and  maintain  offices  of  minority  health.  One  of  the 
recommendations  of  the  Report  of  the  Secretary's  Task  Force  Report  on 
Black  and  Minority  Health  calls  for  the  Department  to  "build  the 
capacity  of  the  non-federal  sector  to  address  minority  health 
problems."    The  OMH  has  fostered  working  relationships  with  various 
states,  local  and  community  agencies  and  organizations,  as  well  as 
private  sector  entities  which  have  included  health  related  issues  on 
their  national  agendas. 

A  number  of  states  have  established  state  offices  or  commissions 
of  minority  health  which  have  similar  mission  and  functions  as  the 
Federal  Office  of  Minority  Health.    OMH  views  these  state  offices  as 
a  valuable  integral  component  of  the  minority  health  network  of 
public  and  private    entities  involved  in  efforts  to  improve  the 
health  status  of  minority  populations. 

The  infrastructure  of  public  health  is  in  need  of  improvement  as 
documented  in  the  Institute  of  Medicine's  report  on  The  Future  of 
Public  Health  (1988).     It  requested  a  better  working  relationship 
between  federal,  state  and  local  health  departments,  the  academic 
community  and  public  health  practitioners.    Several  states,  as 
previously  indicated,  have  established  infrastructures  to  address 
minority  health  problems  within  their  states.    The  rationale, 
structure,  and  resource  commitment  in  these  state  offices  are 
evolving.    OMH  therefore  is  committed  to  providing  technical 
assistance  to  these  various  offices  to  ensure  better  coordination  and 
utilization  of  resources  to  address  minority  health  issues  and  needs. 
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Question.    At  the  same  time,  the  budget  also  proposes  to  cut 
funds  (within  HRSA)  that  would  support  state  offices  of  rural  health. 
Can  you  explain  this  inconsistency? 

Answer.     OMH's  relationship  with  state  offices  of  minority 
health  is  quite  different  from  HRSA's  relationship  with  state  offices 
of  rural  health.     The  OMH  has  not  provided  direct  operational  support 
to  state  offices  of  minority  health,  and  we  do  not  intend  to  do  so  in 
the  future.    HRSA  has  directly  funded  the  development  of  state 
offices  of  rural  health,  with  a  decreasing  ratio  of  Federal  support 
over  a  four  year  period.    The  OMH  does  intend  to  continue  to  provide 
technical  assistance  and  consultation  to  state  offices  of  minority 
health,  and  in  some  cases  will  support  specific  projects  (such  as 
conferences,  analyses  of  a  health  problem  affecting  minorities  in  a 
state,  etc.). 


NATIONAL  VACCINE  PROGRAM  OFFICE 


Question.     The  FY  91  budget  requested  a  17Z  increase  in  funding 
and  a  25Z  increase  in  FTEs  over  FY  90  for  the  National  Vaccine 
Program  Office,  in  order  to  boost  funding  of  vaccine  trials.  We 
provided  the  increase. 

Now  the  FY  92  budget  requests  a  major  funding  cut  —  minus  76Z 
for  this  office,  noting  that  funds  are  being  requested  in  the  PHS 
agencies  that  conduct  the  actual  research  and  clinical  trials  of 
vaccines . 

As  a  rule,  would  you  say  it  is  more  effective  to  provide  direct 
support  of  research  and  service  programs  in  order  to  achieve  health 
objectives,  or  to  provide  funds  such  as  this  one? 

Answer.    As  Congressionally  mandated,  the  National  Vaccine 
Program  (NVP)  was  created  to  coordinate  the  activities  of  FDA,  CDC 
and  NIH  and  provide  a  PHS  focal  point  for  immunization  activities. 
The  resources  provided  directly  to  the  National  Vaccine  Program  in  FY 
1991  funded  new  and  emerging  scientific  research  projects  in  the 
areas  of  pertussis,  measles,  and  the  Children's  Vaccine  Initiative. 
These  resources  were  used  as  "seed  money"  (or  start-up  costs)  and 
enabled  support  of  high  priority  immunization  projects  when  rapid 
funding  for  critical  projects  or  initiatives  would  ordinarily  be 
hampered  by  the  time  lag  in  the  budget  cycle.     In  FY  1992  the 
resources  for  these  projects  are  included  in  the  agencies'  budget. 

I  Question.    When  funds  provided  to  this  and  other  offices  within 

j     OASH  are  used  for  program  activities,  how  much  is  spent  for 
j     administration  and  how  much  is  actually  transferred? 

Answer.     In  Fiscal  Year  1990,  Congress  appropriated  a  total  of 
$5,895,000  to  the  National  Vaccine  Program  (NVP).    A  total  of 
$5,111,000  was  provided  to  FDA,  CDC,  and  NIH  through  Memorandums  of 
Agreement  which  supported  a  collaborative  effort  in  support  of 
research  and  development  for  a  new  acellular  pertussis  vaccine.  Of 
the  $9,631,000  available  to  the  NVP  in  Fiscal  Year  1991, 
approximately  $7,300,000  will  be  given  to  the  PHS  agencies  supporting 
immunization  research  and  development.    The  remaining  funds  will 
support  the  National  Vaccine  Program  Office  (NVPO)  and  the  National 
Vaccine  Advisory  Committee.    The  NVPO  operated  with  only  5  FTEs  until 
August,  1990  when  recruitment  began  for  a  full  complement  of  staff. 
It  is  estimated  that  by  early  FY  1992,  all  NVPO  staff  will  be  on 
I     board.     It  is  this  difference  in  staffing  that  causes  the  difference 
f     in  the  ratio  of  program  dollar  allocations  for  FY  1990  and  FY  1991. 


TOBACCO 


Question.     The  Healthy  Youth  2000  plan  aims  to  reduce  the 
proportion  of  young  people  who  have  used  alcohol,  marijuana,  and 
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cocaine  in  the  past  month;  increase  the  proportion  of  high  school 
seniors  who  perceive  social  disapproval  associated  with  the  heavy  use 
of  alcohol,  occasional  use  of  marijuana,  and  experimentation  with 
cocaine;  and  increase  the  proportion  of  high  school  seniors  who 
associate  risk  of  physical  or  psychological  harm  with  heavy  use  of 
alcohol,  regular  use  of  marijuana,  and  experimentation  with  cocaine. 

The  perception  of  social  disapproval  or  risk  of  personal  harm 
can  be  powerful  in  determining  behavior.     So  I  think  promoting  these 
perceptions  about  alcohol  and  drugs  is  very  worthwhile.  But 
something's  missing:     tobacco  is  responsible  for  one  out  of  every  six 
deaths  in  America  every  year. 

Why  isn't  tobacco  included  in  these  goals?     (As  background,  the 
report  has  two  tobacco  goals:     reduce  from  30  percent  to  15  percent 
the  proportion  of  those  who  smoke  regularly  by  age  20;  and  reduce 
smokeless  tobacco  use.     However,  there  is  no  mention  of  educating 
kids  about  tobacco's  risks  or  trying  to  reduce  smoking  by  encouraging 
disapproval  of  it.) 

Answer.     The  priority  area  that  addresses  reduction  of  tobacco 
use  includes,  as  objective  3.10,  an  objective  to  establish  tobacco- 
free  environments  and  include  tobacco  use  prevention  in  the  curricula 
of  all  elementary,  middle,  and  secondary  schools.    Although  the  work 
group  developing  the  tobacco  use  objectives  did  not  include  levels  of 
adolescent  social  disapproval  as  a  measure  of  effectiveness  in 
efforts  to  reduce  smoking  and  use  of  smokeless  tobacco  (as  was  done 
for  alcohol  and  drugs  in  the  priority  area  on  those  forms  of 
substance  abuse),  the  survey  that  tracks  perceptions  of  social 
disapproval  for  alcohol  and  drugs  also  asks  high  school  seniors  about 
perceptions  regarding  tobacco  use  as  well.    We  will  use  the  measure 
to  evaluate  the  effectiveness  of  school-based  and  other  anti-smoking 
health  education  directed  at  youth.    You  can  be  assured  that 
prevention  of  the  initiation  of  tobacco  use  will  be  a  priority  of  the 
coming  decade.    In  fact,  one  of  Secretary  Sullivan's  nine  major 
program  directions  specifically  addresses  this  significant  health 
promotion  issue. 

Question.     The  National  Academy  of  Sciences  stated  in  a  recent 
report  on  health  promotion  and  disease  prevention  that  "Federal 
subsidies  to  tobacco  growers  should  be  eliminated,"  and  that 
"cigarette  advertising  should  be  prohibited."    Do  you  agree  or 
disagree,  and  why? 

Answer.    We  agree.    Clearly,  the  Public  Health  Service  is  not 
the  only  voice  with  perspectives  on  the  issues  posed  by  tobacco  use, 
and  we  do  not  have  principal  responsibility  for  agriculture  or  trade 
(advertising)  policies.    Our  position  on  tobacco,  however,  is  clear 
and  uncompromising.     Tobacco  kills  people--over  400, 000. each  year. 
From  a  health  perspective,  it  has  no  redeeming  qualities.    While  we 
understand  that  there  are  no  longer  any  direct  subsidies  to  tobacco 
growers,  we  advocate  agriculture  policy  that  shifts  farming  away  from 
economic  dependence  on  tobacco  production  and  advertising  policy  that 
prohibits  the  glamorizing  of  a  product  that  causes  an  immense  amount 
of  suffering  and  death. 

PHYSICAL  FITNESS  AND  SPORTS 


Question.     The  budget  request  for  the  Office  of  Physical  Fitness 
and  Sports  indicates  that  the  Office  supports  "publication  of 
research  information".    Please  provide  the  Committee  with  details  on 
this  activity,  including  copies  of  such  publications. 

Answer.     The  President's  Council  on  Physical  Fitness  and  Sports 
publishes  the  Physical  Fitness  and  Sports  Medicine  Bibliography  on  a 
quarterly  basis  in  cooperation  with  the  National  Library  of  Medicine. 
This  publication  encompasses  such  areas  as  exercise  and  physiology, 
sports  injuries,  physical  conditions  and  the  medical  aspects  of 
exercise.     It  serves  as  a  scientific  resource  for  physicians, 
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physical  educators,  coaches,  athletic  trainers,  physical  therapists 
and  others  interested  in  the  medical  aspects  of  exercise  and  sport. 
A  copy  of  this  publication  is  being  forwarded  to  the  Committee  under 
separate  cover. 


INDIVIDUAL  RESPONSIBILITY  FOR  PERSONAL  HEALTH 


Question.     Secretary  Sullivan's  speeches  and  much  of  the 
published  material  contained  in  your  budget  justifications  seem  to 
place  major  emphasis  on  individual  responsibility  for  personal 
health.     In  your  view,  what  is  the  appropriate  federal  role  in 
promoting  and  protecting  Americans  *  health? 

Answer.     First,  let  me  point  out  that  Secretary  Sullivan  and  I 
have  emphasized  individual  responsibility  for  personal  health  to 
redress  the  balance  of  emphasis  in  health  and  medicine.    We  believe 
that  it  is  crucial  that  Americans  understand  that  the  medical  care 
system  is,  in  fact,  not  the  most  important  determinant  of  their 
health  status.      The  science  backs  up  this  point.     The  leading  causes 
of  death  in  this  country  today  are  largely  outcomes  of  diseases  that 
occur  because  of  behaviors,  such  as  smoking,  alcohol  and  drug  use, 
poor  diet,  sedentary  lifestyles,  unsafe  sexual  practices,  and 
inattention  to  safety  precautions  like  the  use  of  seat  belts  in 
automobiles.    We  strongly  endorse  an  emphasis  on  health  promotion  and 
disease  prevention  to  prevent  unnecessary  disease,  disability,  and 
death. 

That  is  not  to  say  that  health  or  even  prevention  is  only  a 
matter  of  behavior.    As  I  pointed  out  in  my  opening  statement, 
prevention  involves  personal  behavior,  environmental  protection,  and 
services.     Each  is  crucial;  none  can  be  ignored  if  we  are  to  take 
full  advantage  of  opportunities  available  to  improve  the  health  of 
Americans.      The  Federal  role  must — and  does--address  all  three  of 
these  elements  of  prevention.    Our  emphasis  on  individual 
responsibility  is  clearly  not  the  only  Federal  response  to  America's 
health  needs;  but  we  believe  that  it  is  one  that  needs  special 
emphasis  because  Americans  have  become  t^'o  dependent  on  the  health 
care  system  to  take  care  of  problems  that  could  have  been  prevented. 

Second,  we  should  be  reminded  that,  under  the  Constitution, 
States  have  the  principal  responsibility  and  authority  for  public 
health.     The  Federal  government,  through  the  Public  Health  Service, 
provides  leadership  (as  in  the  Secretary's  speeches  that  gain 
appropriate  national  attention),  agenda-setting  (as  with  Healthy 
People  2000) ,  support  for  basic  and  applied  research  and  development, 
protective  regulation  to  ensure  the  safety  of  medications  and  the 
food  supply,  direct  services  to  special  population  groups  and  support 
for  services  to  underserved  populations,  national  surveillance  and 
monitoring,  collaboration  with  the  States  to  initiate  and  improve 
services  (e.g.,  through  block  grant  programs  and  special  initiatives 
such  as  the  breast  and  cervical  cancer  screening  programs),  and 
dissemination  of  health  information. 

Question.    What  education  activities  are  your  office 
undertaking,  and  how  are  these  coordinated  with  the  various 
clearinghouses  of  PHS  agencies  and  the  information  dissemination 
activities  of  the  Agency  for  Health  Care  Policy  and  Research? 

Answer.    Most  of  the  health  education  initiatives  of  the  Public 
Health  Service  are  carried  out  as  part  of  the  ongoing  programs  of  PHS 
agencies.    Examples  include  high  blood  pressure  and  cholesterol 
education  programs  of  the  National  Heart,  Lung,  and  Blood  Institute 
(NIH);  cancer  prevention  and  control  initiatives  of  the  National 
Cancer  Institute  (NIH);  alcohol  and  drug  abuse  prevention  initiatives 
of  the  Office  of  Substance  Abuse  Prevention  (ADAMHA) ;  anti-smoking 
initiatives  of  the  Center  for  Chronic  Disease  Prevention  and  Health 
Promotion  (CDC);  and  the  Depression  Awareness,  Recognition,  and 
Treatment  Program  (ADAMHA).    From  the  Office  of  the  Assistant 
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Secretary  for  Health,  we  provide  a  forum  to  coordinate  these  health 
education  programs.      In  addition,  the  ODPHP  National  Health 
Information  Center  provides  a  central  one-stop  resource  for  consumers 
and  professionals  with  health  questions  that  are  referred  directly  to 
the  appropriate  Federal  or  private  information  resource  for  follow- 
up,  as  appropriate,  or  that  are  answered  directly  when  no  other 
information  resource  is  available.    In  addition,  the  Office  of 
Disease  Prevention  and  Health  Promotion  is  leading  a  Department-wide 
initiative  to  disseminate  health  messages  on  immunizations,  smoking, 
alcohol,  nutrition,  and  physical  activity  through  all  the 
Department's  25,000  grantees  and  regular  contacts  during  1991.  We 
are  exploring  joint  activities  and  information  products  with  the 
Agency  for  Health  Care  Policy  and  Research  (AHCPR)  to  educate 
consumers  to  be  partners  in  a  quality  health  care  system  and  to  take 
greater  responsibility  for  self  management  of  their  health.  Also, 
consumer  oriented  materials  will  be  prepared  for  each  of  the  AHCPR 
practice  guidelines  as  they  are  released,  and  these  will  be 
coordinated  with  all  PHS  clearinghouses  to  ensure  distribution.  In 
addition,  AHCPR  is  actively  working  with  other  PHS  components  on  the 
PHS  Life  Sciences  Education  and  Sciences  Board  to  increase  public 
awareness  and  understanding  of  life  sciences  as  it  relates  to  the 
health  care  system  and  to  enhance  life  science  education  programs  and 
curriculum  development  at  all  levels,  especially  in  grades  K-12. 


DESERT  STORM 


Question.     I  am  interested  in  your  views  on  the  impact  of  the 
Operation  Desert  Storm  call-up  of  military  reserve  personnel.  Recent 
newspaper  accounts  of  doctors,  nurses,  and  other  health  professionals 
being  called  for  Operation  Desert  Storm  note  that  the  call-up  has 
further  aggravated  personnel  shortages  in  underserved  areas. 

Happily,  the  war  appears  to  be  ending  now.    What  is  your  view  of 
proposed  legislation  granting  funds  to  facilities  experiencing  war- 
related  personnel  shortages? 

Answer.    The  strategy  I  would  suggest  for  dealing  with  any 
health  staffing  shortage  problem  would  be  to  first  rely  upon  DOD  to 
exempt  military  reserve  personnel  from  active  duty  in  most  serious 
cases  of  community  hardship  where  loss  of  health  care  staff  are 
involved.     Second,  I  would  count  on  the  resourcefulness  of  state  and 
local  governments  and  professional  organizations  to  solve  temporary 
shortages  with  volunteers,  retirees,  staff  sharing  mechanisms,  and 
other  innovations. 

For  serious  problems  after  these  efforts  have  been  made,  we 
would  use  the  Commissioned  Corps  Ready  Reserve  to  the  extent  possible 
to  match  personnel  to  the  needs  of  the  communities.    This  capacity 
would  be  augmented  with  those  willing  to  volunteer  from  the  roster  of 
retired  medical  officers.    Finally,  if  needs  could  not  be  filled 
using  the  reserves,  we  would  detail  some  officers  from  the  active 
Commissioned  Corps  to  serve  in  temporary  details  in  the  underserved 
sector.     I  want  to  assure  you  that  I  would  act  quickly  to  temporarily 
deploy  Commissioned  Corps  personnel,  irrespective  of  possible 
voluntary  solutions ,  if  a  true  emergency  situation  is  brought  to  my 
attention. 


AIDS  AMONG  WOMEN 


Question.    As  you  know,  there  has  been  a  lot  of  activity  lately 
around  women's  health  issues,  especially  with  regard  to  research.  As 
one  of  the  people  working  on  this  issue,  I  am  particularly  concerned 
about  the  projected  increased  incidence  of  AIDS  among  women,  now  the 
faste-st  growing  category  of  AIDS  patients.    Many  of  these  women  are 
pregnant  or  nursing  mothers,  who  are  likely  to  pass  the  virus  on  to 
their  children.     Tragically  we  know  very  little  about  the  social  and 
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behavioral  issues  that  put  women — and  others  for  that  matter — at  risk 
for  contracting  AIDS. 

In  order  to  understand  how  to  change  high  risk  behaviors  and  to 
evaluate  AIDS  prevention  programs,  scientists  have  been  telling  us 
for  years  that  they  need  tp  have  some  basic  behavioral  data  that 
would  be  collected  through  the  NIH's  Survey  of  Health  and  AIDS  Risk 
Prevalence,  or  the  so-called  SHARP  study.    Despite  peer  review  and 
approval  by  a  wide  array  of  non-academics  including  several  religious 
leaders,  this  study  has  been  held  up  by  your  Department  for  over  3 
years . 

Last  year  in  our  Committee  report  we  indicated  our  dismay  with 
the  Department  that  this  survey  continued  to  be  delayed  and  we 
"urge{d}  the  Department  to  approve  the  feasibility  phase  of  SHARP 
promptly."     (S.  Rpt.  101-561  pp.215)    We  were  delighted  to  learn  that 
the  Administration  included  $3  million  dollars  to  launch  the  full 
scale  version  of  this  survey  and  applaud  your  commitment  to  this 
effort.    ¥e  also  understand,  however,  that  the  feasibility  phase  that 
the  Committee  urged  the  Department  to  approve  last  year,  is  still 
being  held  up  in  your  office.    Can  you  please  explain  this  apparent 
inconsistency  and  tell  the  Committee  when  you  plan  to  direct  the  NIH 
to  proceed  with  this  effort? 

Answer.     The  proposed  feasibility  study  for  the  National  Survey 
of  Health  and  AIDS  Risk  Prevalence  (SHARP)  is  still  under 
consideration  in  the  Department.      However,  based  on  the  results  of 
the  Dallas  pre-test  of  the  seroprevalence  survey,  we  believe  we  can 
proceed  with  the  study  without  further  feasibility  activities. 
However,  this  remains  a  sensitive  issue.    At  this  time  it  is  not 
possible  to  provide  a  more  definitive  statement  on  the  future  of  the 
project. 

To  preserve  the  option  of  proceeding  with  the  national  survey 
while  the  departmental  review  is  underway,  HHS  has  requested  $3.0 
million  in  the  FY  1992  budget.     This  amount  represents  costs 
associated  with  initiating  the  national  survey  in  that  year. 

AIDS  FUNDING 


Question.    Dr.  Mason,  how  much  money  did  you  request  of  the 
Secretary  for  HIV  programs  in  your  original  presentation  for  FY  1992, 
as  compared  to  the  final  level  in  the  President's  budget? 

Answer.     The  FY  1992  HIV/AIDS  request  to  the  Secretary  was 
$2,033,021,000  (including  the  Food  and  Drug  Administration  and  the 
Indian  Health  Service).     The  FY  1992  President's  Budget  request  for 
HIV/AIDS  is  $1,950,261,000. 


DUPLICATION  OF  AIDS  EFFORTS 


Question.    Dr.  Mason,  the  natural  history  and  transmission 
studies  relating  to  HIV  sponsored  by  PHS  agencies  are  critical 
contributions  to  our  understanding  of  this  epidemic.     I  am  concerned, 
however,  by  the  number  of  different  agencies  involved  in  these 
studies.    As  I  understand  it,  there  are  cohorts  being  studied  at 
NIAID,  NCI,  NIDA,  and  CDC.    Are  any  of  these  studies  duplicative,  so 
that  they  might  be  merged  or  possibly  reduced  in  number  to  save  on 
limited  funds? 

Answer.    CDC  and  NIAID  conduct  studies  of  the  natural  history  of 
HIV  disease.    While  these  studies  are  addressing  some  of  the  same 
issues,  each  study  has  unique  qualities  either  in  the  study  design, 
the  study  participants,  or  the  major  emphasis.    Having  independent 
studies  also  allows  for  prompt  confirmation  of  results  from  one  study 
by  the  other  study. 
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Question.     Is  the  data  collection  in  these  studies  such  that 
they  can  be  compared  or  merged  in  a  meaningful  way,  so  that  together, 
larger  cohorts  could  be  formed? 

Answer.  CDC  and  NIAID  staffs  are  in  constant  contact  through 
review  panels,  scientific  meetings,  working  groups,  telephone 
consultation,  etc.  to  look  for  ways  to  collaborate  and  to  prevent 
duplication  of  efforts.    As  an  example,  a  productive  collaboration 
was  recently  established  by  combining  CDC's  heterosexual  transmission 
study  sites  with  NIAID  sites  into  one  multicenter  study.  In 
addition,  CDC  has  recently  established  a  working  group  with 
colleagues  at  several  other  PHS  agencies  to  develop  a  common  protocol 
for  studying  the  natural  history  of  HIV  disease  in  women. 

Question.    What  level  of  interaction  is  taking  place  among  these 
agencies  to  assure  that  these  studies  are  complementary  and 
coordinated? 

Answer.    The  data  collection  for  the  natural  history  studies  in 
women  will  use  a  common  protocol  that  will  enable  PHS  agencies  to 
collect  comparable  data  for  a  single  large  cohort.     The  CDC  and  NIAID 
are  in  the  process  of  combining  their  heterosexual  transmission 
studies  by  adopting  a  similar  protocol  which  will  result  in 
comparable  data  that  will  be  merged  resulting  in  a  more  meaningful 
analysis  of  research  questions.    NIDA  has  worked  to  assure  that  HIV 
natural  history  and  transmission  studies  that  are  funded  complement, 
rather  than  duplicate  each  other  and  also  that,  as  much  as  possible, 
they  complement  work  being  done  by  other  agencies  or  institutions. 
This  has  involved  close  coordination  between  NIDA  program  staff  and 
both  NIDA  grantees  and  representatives  from  other  agencies.  ADAMHA 
and  CDC  have  established  a  formal  work  group  for  facilitating 
coordination  and  collaboration  between  the  two  agencies. 

AIDS  AMONG  WOMEN 


Question.    Dr.  Mason,  there  has  been  growing  interest  in  the 
course  of  HIV  infection  among  women.     There  seems  to  be  significant 
indication  that  the  course  of  the  disease  is  different  for  women, 
which  calls  for  some  investigation  into  the  natural  history  of  AIDS 
among  women.    Since  1984,  the  NIH  and  CDC  have  been  following  cohorts 
of  gay  men.     These  studies  have  provided  invaluable  information. 
While  the  PHS  is  funding  several  studies  of  transmission  -- 
heterosexual  and  from  mother  to  child  —  I  am  not  aware  of  any 
natural  history  studies  of  HIV  in  women.    What  plans  does  the  PHS 
have  to  do  similar  natural  history  studies  of  HIV  infection  in  women? 
Could  resources  be  identified  to  begin  such  a  study  in  FY  1991  so 
there  will  not  be  further  delay  in  pulling  such  a  cohort  together? 

Answer.     The  National  Institute  of  Drug  Abuse  (NIDA),  ADAMHA  has 
sponsored  a  large-scale  natural  history  and  drug  abuse  prevention 
research  program  focusing  on  HIV  infection  in  women  and  infants; 
subpopulations  studied  include  women  who  are  homeless  or  who  live  in 
rural  areas,  and  those  who  engage  in  prostitution.    NIDA  also 
supports  a  study  on  the  natural  history  of  AIDS  among  female 
prisoners  who  are  drug  users. 

CDC  plans  to  fund  several  new  studies  in  FY  1991  and  to 
supplement  existing  studies  to  address  several  issues  unique  to 
women,  including  the  natural  history  of  HIV  infection.     The  major 
objectives  of  these  studies  are  to  examine  possible  gender 
differences  in  disease  manifestations,  incubation  period,  and 
survival;  to  address  the  effects  of  pregnancy  and  contraception 
methods  on  the  natural  history  of  HIV  disease  in  women;  and  to 
determine  the  effects  of  HIV  disease  and  immunosuppression  on  other 
co-existing  infections  or  conditions  such  as  pelvic  inflammatory 
disease  and  other  sexually  transmitted  diseases  (e.g.,  syphilis, 
herpes  simplex,  vaginal  candidiasis,  and  human  papilloma  virus 
infection).     Request  for  Proposals  will  be  published  in  the  Federal 
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Register,  probably  within  the  next  month,  soliciting  research 
proposals  addressing  these  issues. 

The  NIH  is  currently  planning  to  expand  studies  of  the  natural 
history  of  HIV  infection  in  women  using  a  two-stage  approach.  The 
first  stage  will  include  short-term  projects  that  can  be  initiated 
during  FY  1991  and  continued  during  FY  1992  to  collect  and  analyze 
data  that  already  exists  in  women's  health  clinics  and  to  analyze 
data  from  existing  cohorts  for  gender  differences.     The  results  of 
these  short-term  projects  will  provide  the  foundation  for  the  design 
of  a  long-term  study  of  a  full  cohort  of  women  which  is  projected  to 
begin  late  in  FY  1992. 


MINORITY  AIDS  EFFORTS 


Question.     Dr.  Mason,  the  PHS  is  to  be  commended  for  its 
recognition  of  the  disproportionate  impact  AIDS  has  had  on  minority 
communities.    However,  I  am  concerned  about  the  coordination  and 
duplication  of  programs  targeted  at  minorities  at  risk.     The  budget 
justification  from  OMH  says:     "grants  are  made  to  national  minority 
and  community-based  organizations  to  conduct  health  education  and 
prevention  activities  directed  to  minority  groups."   (p. 31)     The  CDC 
justification  says  that  the  CDC  Office  of  Minority  HIV  Policy 
Coordination  is  "providing  funds  directly  to  approximately  100 
national,  regional,  and  community-based  organizations  which  represent 
or  serve  minority  populations."     (p. 95).     How  do  these  differ?  What 
is  the  reason  for  separate  administration  of  these  programs? 

Answer.     CDC's  direct-funded  community-based  organizations 
(CBOs)  serving  racial  and  ethnic  minority  populations  must  be  non- 
profit and  must  serve  minority  populations  within  the  31  high  AIDS 
incidence  metropolitan  statistical  areas,  and  the  memberships  of 
their  governing  bodies  must  have  at  least  50  percent  racial  and 
minority  representation.     CBOs  currently  funded  by  Office  of  Minority 
Health  (OMH)  may  serve  high,  medium  or  low  HIV  incidence  geographic 
areas,  both  urban  and  rural.     OMH  tends  to  fund  organizations  in 
areas  with  a  lower  incidence  of  HIV/AIDS.     OMH-funded  grants  range 
from  $50,000  to  $75,000  annually,  compared  with  CDC's  which  range 
from  $20,000  to  $225,000  annually. 

Both  CDC  and  OMH  maintain  ongoing  collaboration  to  ensure  that 
grantees  of  either  agency  are  not  funded  to  conduct  the  same 
activities.     This  is  essential  in  ensuring  that  funds  are  wisely 
allocated  and  that  a  range  of  community  needs  are  addressed. 

CDC  and  OMH  are  currently  discussing  the  relative  benefits  of 
separate  administration,  conjoint  administration  or  the  transfer  of 
the  OMH  program  to  the  sole  administration  of  CDC.     It  is  quite 
possible  that  OMH  will  merge  and/or  transfer  its  national  and  local 
HIV  grants  program  with  those  of  CDC. 

Question.     Similarly,  the  OMH  justification  says  that  it  will 
"continue  to  support  data  collection  and  studies  related  to  the 
knowledge,  attitude  and  behavior  of  minority  populations  relative  to 
AIDS  as  well  as  the  incidence  of  AIDS  among  minority  groups."     (p. 31) 
At  the  same  time,  the  CDC  justification  lists  numerous  surveys  to 
assess  HIV  knowledge  and  attitudes  (p. 96).    How  are  these  different 
and  how  are  these  coordinated?    Could  they  be  merged  and  save  on  the 
additional  administrative  costs? 

Answer.     The  CBOs  funded  by  either  OMH  or  CDC  may  be  involved 
with  data  collection  and  studies  as  part  of  their  activities;  these 
efforts  are  likely  to  represent  different  research  methodologies  and 
sample  populations. 

Merging  efforts  in  at  least  some  of  these  research  areas  in 
which  it  is  feasible  may  benefit  both  CDC  and  OMH,  as  well  as  enhance 
the  quality  of  data  collection,  replications  and  interpretation. 
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This  is  being  investigated  as  part  of  the  initiative  to  develop  a 
single  administration  for  all  of  these  efforts. 

Question.    Dr.  Mason  or  Dr.  Roper:    The  CDC  budget  reflects 
significant  increases  in  prevention  programs  for  a  range  of  diseases; 
but  funding  is  level  for  HIV.    Given  the  epidemic  nature  of  HIV,  why 
hasn't  the  CDC  request  included  increases  in  prevention  activities? 
The  President's  budget  states  that  prevention  activities  overall  go 
up  only  IZ  while  income  support  rises  by  362  and  treatment  spending 
rises  by  24Z.    Wouldn't  it  make  sense  to  increase  prevention 
activities  in  hopes  of  stemming  the  tide  of  this  rise  in  entitlement 
spending? 

Answer.    The  Administration  had  many  competing  health  problems 
from  which  to  choose.    We  are  currently  investing  a  substantial 
amount  of  resources  in  HIV/AIDS  activities,  greater  than  almost  any 
other  disease.    HIV/AIDS  has  been  receiving  substantial  increases  for 
the  past  several  years.    We  believe  that  this  year  it  important  to 
address  some  of  the  other  health  priorities.     I  would  add  that  both 
NIH  and  ADAMHA  have  broad  authority  to  reprogram  funds  between  AIDS 
and  non-AIDS  and  will  do  so  if  unparalleled  scientific  opportunities 
arise. 

RYAN  WHITE  CARE  FUNDING 


Question.    Dr.  Mason:    No  increases  are  requested  for  funding  of 
the  Ryan  White  CARE  programs  at  HRSA  and  CDC.    Given  the  rising 
number  of  AIDS  cases  and  the  increasing  burden  on  our  public 
hospitals  as  reported  in  recent  studies,  why  is  the  Administration 
not  increasing  funding  for  these  programs? 

Answer.     In  FY  1991  Congress  authorized  a  total  of  $855  million 
for  the  activities  under  the  Ryan  White  legislation.    For  this 
authorization.  Congress  appropriated  $323  million.    We  have  continued 
these  programs  at  the  same  level  as  Congress,  although  we  remain 
concerned  about  a  fragmented,  disease-specific  approach  to  providing 
health  care.     I  would  also  note,  that  through  the  Medicare  and 
Medicaid,  we  will  invest  a  substantial  amount  in  AIDS  treatment 
services.     In  FY  1992  we  estimate  we  will  spend  $1.36  billion,  an 
increase  of  30  percent  over  FY  1991. 

question.    Dr.  Mason,  I  would  like  to  follow  up  with  a  question 
regarding  Title  III  of  the  CARE  bill,  which  provides  for  early 
intervention  services  for  people  with  HIV  infection.    As  you  know, 
these  services  are  designed  to  provide  testing,  counseling  and  drug 
treatment  that  will  delay  the  onset  of  full-blown  AIDS.     In  its 
budget  justifications,  the  NIH  reported  that  there  is  "an  apparent 
decrease  in  the  expected  incidence  rate  of  AIDS  in  the  U.S. 
population.     This  decrease  was  abrupt  and  began  in  1987.     The  most 
plausible  explanation  for  the  decrease  is  the  impact  of  therapy  on 
preventing  seriously  immune  compromised  persons  from  progressing  to 
AIDS.... It  is  noteworthy  that  decreases  were  most  prominent  in  groups 
with  the  best  access  to  care,  but  were  not  seen  in  groups  (e.g.  drug 
abusers)  who  have  limited  access  to  therapy."     (p301)    This  would 
seem  to  underscore  the  need  for  expansion  of  the  early  intervention 
programs  in  Title  III,  since  this  is  what  they  were  designed  for. 
Why  hasn't  the  PHS  requested  more  funding  in  this  area? 

Answer.    We  have  multiple  health  problems  in  the  United  States 
that  need  to  be  addressed.    The  FY  1992  for  Ryan  White  is  maintained 
at  the  FY  1991  level  and  budget  increases  are  directed  to  other  high 
priority  areas  such  as  Project  Healthy  Start,  National  Health  Service 
Corps  Recruitment,  and  the  Health  Care  for  the  Homeless.     Some  of 
these  programs  also  will  increase  services  for  people  who  are  HIV 
infected,  although  they  are  not  specifically  targeted  for  this  group. 

Question.  Dr.  Roper,  how  much  money  did  the  CDC  request  of  the 
Assistant  Secretary  for  HIV  programs,  as  compared  to  the  final  level 
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forwarded  in  the  President's  budget?  If  it  was  more,  what  program 
areas  were  cut  to  meet  the  President's  level? 

Answer.  CDC  initially  submitted  an  FY  1992  HIV  budget  request  to 
PHS  in  the  amount  of  $602,153,000  compared  to  the  Administration's 
'     request  of  $494,660,000.      While  this  is  the  same  level  as  the 

FY  1991  enacted,  it  is  still  an  increase  of  12.2  percent  over 
I     FY  1990.    While  some  individual  activities  will  be  decreased,  others 
I     will  increase.    We  will  increase  research  by  $3  million  to  assess  the 
1     effectiveness  of  outreach  on  drug  users  and  their  sexual  partners. 
I     Reductions  will  be  required  in  CDC's  proposed  efforts  directed  to: 
jl     improving  HIV  infection  reporting;    preventing  HIV  infection  among 
j     women  and  infants ;     preventing  HIV  infection  among  minority  and  out- 
of-school  youth;     expanding  HIV  prevention  efforts  directed  to 
injecting  drug  users;    notifying  sex  and  needle-sharing  partners  of 
HIV-infected  individuals;    decreasing  morbidity  and  mortality  from 
i     opportunistic  infections  among  persons  infected  with  HIV;  enhancing 
international  HIV  prevention  capacity;     preventing  HIV  infection  in 
the  workplace;    assisting  national,  state  and  local  organizations  to 
j     better  utilize  social  marketing  and  media;  and  assuring  the  capacity 
I     of  the  nation's  laboratories  to  provide  CD4+  testing  performance, 
j     monitoring  and  training . 

i  Question.  Dr.  Roper,  how  much  counseling  and  testing  will  funds 

in  the  FY  1991  budget  provide?    In  FY  1992,  with  the  addition  of 
fi     early  intervention  services  requirements  but  level  funding  requested 
'I     by  the  President,  how  much  less  counseling  and  testing  will  be  :  - 

j     provided?    In  the  professional  estimation  of  the  CDC,  how  much 
additional  money  would  be  required  in  Title  III  to  maintain  the 
current  level  of  testing  and  counseling  and  provide  early 
'.,      intervention  services  for  those  who  need  them? 
I 

!  Answer.  CDC's  FY  1991  cooperative  agreement  funds  for 

j     counseling,  testing,  referral,  and  partner  notification  activities 
I      ($102,Q00,000)  are  only  slightly  higher  than  FY  1990  levels 
'      ($100,674,173).     In  FY  1990,  publicly  funded  counseling  and  testing 
I      sites  performed  approximately  1.5  million  HIV-antibody  tests  of  which 
t      nearly  57,000  were  positive.     If  trends  since  1988  continue  through 
FY  1991,  CDC  projects  that  nearly  1.9  million  HIV-antibody  tests  will 
be  administered  and  approximately  72,500  will  be  positive.  Although 
the  CARE  legislation  requires  grantees  to  expend  at  least  35  percent 
of  their  formula  grant  awai^ds  on  counseling,  testing,  referral  and 
partner  notification  (CTRPN) -related  activities,  they  are  also 
required  to  expend  at  least  35  percent  on  other  early  intervention 
j      services.    However,  grantees  will  have  a  great  deal  of  latitude  on 

allocating  the  remaining  30  percent,  i.e.,  they  may  expend  all  or  a 
I      portion  of  it  on  CTRPN-related  services  or  other  early  intervention 
I      services  or  a  variety  of  optional  services.  If  the  states  only 
allocate  the  required  minimum  35  percent  of  CARE  grant  funds  are 
available  for  HIV-antibody  counseling  and  testing  (C/T)  in  FY  1992, 
then  an  estimated  1,235,000  fewer  tests  would  be  performed  compared 
to  FY  1991.    However,  if  all  states  expend  all  of  their  allowable 
'      discretionary  funds  (30  percent)  for  C/T  in  addition  to  the  35 

percent  minimum  mandated  by  the  CARE  Act,  an  estimated  665,000  fewer 
tests  will  be  performed.    An  additional  reduction  of  up  to  10  percent 

Ij      (190,000  tests)  would  occur  if  states  expend  an  estimated  $10  million 
!      on  CD4  cell  testing.     The  CARE  Act  includes  CD4  cell  testing 
I      services.     States  are  only  required  to  expend  a  minimum  of  35  percent 

iof  their  CARE  formula  grant  funds  on  CTRPN-related  services  and  some 
states  may  only  elect  to  expend  the  minimum.     Therefore,  to  ensure 
I     that  no  state  receives  less  under  the  CARE  Act  for  CTRPN-related 
'     activities  exclusively,  funding  levels  will  have  to  be  increased  by 
$186,391,891  to  $288,391,891  in  FY  1992  to  ensure  that  35  percent  of 
each  state's  total  grant  award  is  equal  to  the  amount  awarded  in  FY 
1990  for  CTRPN. 
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SENIOR  BIOMEDICAL  RESEARCH  SERVICE 


Question.     To  help  alleviate  the  problems  of  recruiting  and 
retaining  scientists  in  the  intramural  program,  NIH,  I  understand 
that  the  Public  Health  Service  has  been  authorized  to  appoint  350 
biomedical  scientists  to  the  Senior  Biomedical  Research  Service 
(SBRS).    Yet  to  date,  no  scientists  have  been  appointed.    Has  this 
program  been  initiated  and  if  not,  why? 

Answer.    At  the  outset,  it  is  important  to  note  that  the  SBRS  is 
not  an  NIH-targeted  program.     SBRS  affects  the  entire  Public  Health 
Service  (PHS)  with  many  PHS  agencies  eligible  under  the  law. 

Secondly,  there  has  been  intense  activity  over  the  last  several 
months  to  develop  implementation  guidelines  which  are  appropriate  not 
only  for  our  short-term  goal  of  SBRS  appointments  in  the  near  future, 
but  also  for  long-term  goals  to  assure  that  these  scarce  resources 
are  used  productively.     This  is  a  complex  process  which  has  involved 
a  high  level  PHS  committee  and  the  personal  involvement  of  the 
Assistant  Secretary  for  Health  and  the  Assistant  Secretary  for 
Personnel  Administration.     The  Secretary  and  his  immediate  advisors 
will  soon  be  considering  recommendations  which  have  several  options 
and  are  necessarily  complex  because  of  the  importance  of  SBRS  to 
helping  maintain  the  best  quality  of  PHS  scientific  research.  As 
with  any  complex  endeavor,  we  believe  it  is  appropriate  to  take 
sufficient  time  to  come  up  with  high  quality  results. 

Question.    When  will  you  implement  this  program,  and  when  will 
the  first  SBRS  appointee  be  in  position? 

Answer.    We  expect  to  implement  SBRS  within  the  next  several 
months . 

Question.     Since  the  legislative  history  of  the  law  establishing 
the  SBRS  mandates  that  these  positions  are  for  biomedical  research 
scientists,  how  many  of  these  positions  have  you  or  will  you  assign 
to  NIH? 

Answer.    NIH  will  definitely  receive  a  substantial  share  of  the 
350  slots.     However,  it  is  still  too  early  in  the  implementation 
process  to  determine  a  specific  NIH  allocation. 

Question.     Is  it  true  that  these  positions  were  intended  to  be 
assigned  primarily  to  NIH?    What  trade  offs  or  replacements  will  NIH 
be  forced  to  make  -  pick  up  one  SBRS  and  give  up  one  SES  slot  - 
Explain. 

Answer.    While  NIH  has  by  far  the  largest  biomedical  research 
component  of  PHS,  the  legislation  also  includes  provisions  for 
recruitment  and  retention  of  outstanding  scientists  in  the  field  of 
clinical  research  evaluation  which  is  primarily  performed  in  the  FDA. 
To  a  lesser  degree,  both  biomedical  research  and  clinical  research 
evaluations  are  also  performed  in  other  PHS  agencies  such  as  CDC  and 
ADAMHA. 

I  firmly  believe  that  the  SBRS  legislation  was  intended  to 
complement  rather  than  supplant  other  existing  personnel  systems  for 
senior  scientists.     I  do  not  believe  that  it  was  the  Congress*  intent 
to  cause  the  PHS  to  lose  ground  in  accomplishing  our  research  mission 
by  offsetting  SBRS  with  SES  slots.     There  is  no  proposal  within  the 
Department  to  have  this  occur.    We  are  carefully  examining  all 
available  recruitment  and  retention  resources  including  new 
authorities  in  the  Pay  Reform  Act  of  1990  to  maximize  our  ability  to 
retain  and  further  attract  first  rate  scientists  to  the  PHS. 

Question.     Do  you  plan  to  delegate  the  implementation  and 
administration  of  this  program  at  the  NIH  level,  and  if  not,  why? 
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Answer.     The  SBRS  legislation  provides  for  program  direction  by 
the  Secretary.     I  fully  expect  that  many  of  the  implementation 
aspects  of  SBRS  will  be  delegated  to  me.     I,  in  turn,  fully  intend  to 
redelegate  authorities  to  the  heads  of  participating  PHS  agencies  in 
appropriate  situations  where  there  is  no  significant  value  in 
retaining  such  authorities  at  my  level.     However,  it  is  still  too 
early  in  the  implementation  process  to  determine  specific  PHS  agency 
delegations . 


QUESTIONS  SUBMITTTED  BY  SENATOR  DANIEL  K.  INOUYE 


AIDS  FUNDING 


Question.     The  CDC  has  conservatively  estimated  that  40,000  new 
HIV  infections  will  occur  during  the  course  of  this  calendar  year. 
We  have  numerous  reports  from  various  health  care  policy  journals 
about  the  effectiveness  of  specific  prevention  programs  in  various 
populations  around  the  country,  yet  the  Administration  is  proposing 
no  new  funds  for  primary  AIDS  prevention  efforts.    Why  is  the 
Administration  not  advocating  for  any  additional  funds  for  programs 
that  help  people  in  changing  behaviors  to  prevent  the  spread  of  AIDS? 

Answer.     Our  FY  1992  request  for  HIV/AIDS  includes  a  3  percent 
increase  for  behavioral  research.    Within  the  overall  3.5  percent 
increase  requested  for  HIV/AIDS  activities,  we  afforded  the  highest 
priority  to  biomedical  research  activities,  including  the  development 
of  new  therapeutic  agents  and  vaccines.    Nevertheless,  developing 
effective  and  efficient  interventions  to  help  individuals  reduce  HIV 
related  risk  behaviors  and  adopt  and  maintain  "safer"  behaviors  is  an 
important  public  health  priority  of  the  PHS,  and  we  continue  to  seek 
new  ways  to  increase  the  coordination  and  effectiveness  of  our 
prevention  programs  for  all  persons  at  high  risk  of  HIV  infection. 


AIDS  PREVENTION  RESEARCH 


Question.     It  is  my  understanding  that  ADAMHA  and  particularly 
NIMH  has  a  central  role  in  researching,  evaluating  and  demonstrating 
successful  ways  of  preventing  high  risk  behaviors  related  to  AIDS.  I 
understand  that  NIMH  is  using  about  half  of  its  resources  to  address 
issues  related  to  the  neurovirology ,  psycho-neuro-immunology  and 
neurologic  pathogenesis.     Isn't  this  an  area  that  is  also  being 
addressed  by  other  Institutes,  particularly  those  at  NIH? 

Answer.     NIMH  is  uniquely  qualified  to  conduct  basic  research  on 
neurovirology  and  neurobiology  to  delineate  the  effect  of  HIV  on  the 
central  nervous  system  (CNS)  and  the  interaction  of  the  brain  and 
immune  systems,  areas  in  which  NIMH  has  long  held  the  lead.  NIMH 
AIDS  neuroscience  research  is  also  geared  particularly  to  the 
neuropsychological  effects  of  AIDS. 

A  large  number  of  persons  infected  with  HIV  experience 
neurological,  cognitive,  and  behavioral  changes  and  CNS  impairment  is 
common  by  the  time  the  HIV  infection  has  advanced  to  AIDS.    Up  to 
60  percent  of  persons  with  AIDS  may  eventually  develop  AIDS  Dementia 
Complex  (ADC).     Cognitive  impairment  is  the  most  overt  and  disabling 
aspect  of  ADC  which  can  also  include  slowness  in  ttiought  processes, 
limited  attention  span,  memory  impairment,  altered  consciousness, 
anxiety,  mood  changes,  seizures,  confusion,  speech  difficulties, 
motor  abnormalities,  and  paralysis. 

A  key  goal  of  this  work  is  the  development  of  better  prevention 
and  treatment  approaches  for  CNS  consequences  of  HIV  infection  and 
AIDS.     This  work  has  been  conducted  both  through  extramural  and 
intramural  research  efforts  in  collaboration  with  other  Institutes 
such  as  the  National  Institute  of  Child  Health  and  Human  Development 
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and  the  National  Institute  of  Neurologic  Disorders  and  Stroke.  NIMH 
AIDS  research  builds  on  the  Institute's  non-AIDS  mental  health 
neuroscience  research. 

Question.    Given  the  importance  of  preventing  the  transmission 
of  HIV,  and  the  key  role  of  prevention  research  in  this  area, 
wouldn't  it  be  valuable  to  transfer  some  of  the  responsibility  for 
the  neuroscience  work  to  NIH  and  expand  the  prevention  work  at  NIMH? 

Answer.     The  broad  and  balanced  NIMH  AIDS  portfolio  enables  the 
Institute  to  address  a  range  of  inter-related  critical  issues  related 
to  the  mental  health  and  behavioral  aspects  of  HIV  infection  and 
AIDS.     The  findings  of  the  neuroscience  work  may  prove  crucial  in 
developing  effective  programs  to  prevent  disease  progression. 

Question.    Repeatedly,  expert  advisory  groups  have  indicated 
that  we  need  more  research  on  behavior  change.    Most  recently  the 
Institute  of  Medicine  (lOM)  report  on  the  NIH  repeated  the 
"particularly  pressing  needs  for  behavioral  research  on  AIDS."  Are 
there  enough  funds  for  ADAMHA  and  specifically  NIMH  and  NIDA  to 
address  the  behavioral  AIDS  research  needs?    How  much  would  NIMH  and 
NIDA  need  to  adequately  address  the  AIDS  behavioral  research  issues? 

Answer.    Adequate  funds  are  available  in  the  President's  request 
for  this  area.     The  President's  FY  1992  budget  would  support 
approximately  $39.6  million  for  AIDS  behavioral  research,  including 
support  for  three  AIDS  research  centers  with  a  major  focus  on 
behavior  change  and  prevention.    While  professional  judgments  may 
differ  on  funding  levels  adequate  to  the  challenges  of  AIDS 
behavioral  research,  we  believe  this  allocation  of  resources  is 
appropriate  given  competing  budget  priorities. 


AIDS -RELATED  BEHAVIOR  RESEARCH 


Question.    NIMH  is  currently  conducting  about  $40  million  worth 
of  research  focusing  on  the  prevention  of  high-risk  behaviors  and 
population  based  risk  assessment  and  prevention,  is  that  correct? 

Answer.     The  President's  FY  1992  budget  proposes  approximately 
$39.6  million  for  AIDS  behavioral  research.     Over  two- thirds  of  this 
amount,  approximately  $27.4  million,  is  focused  on  behavior  change 
research.     Priorities  within  AIDS  behavioral  research  are  to 
(1)  improve  the  understanding  of  the  distribution  and  antecedents  of 
HIV  risk  behaviors,  (2)  test  behavioral  approaches  to  prevent  the 
further  spread  of  HIV,  and  (3)  develop  strategies  to  prevent  and 
treat  the  mental  health  consequences  of  HIV.    Research  on  behavior 
change  is  a  key  priority.    Activities  are  underway  to  strengthen  the 
ongoing  research  on  behavior  change,  stimulate  new  studies,  and 
review  and  disseminate  emerging  findings  from  NIMH- supported  studies. 

Question.    This  has  been  a  steadily  increasing  aspect  of  the 
Institute's  AIDS  research  portfolio.    What  kinds  of  information  do  we 
now  have  from  these  research  studies  that  can  be  applied  in  the 
field? 

Answer.     In  April  1991,  NIMH  will  convene  17  principal 
investigators  of  studies  that  are  testing  preventive  interventions 
with  gay  men,  women,  children,  and  adolescents.     This  meeting  will 
provide  a  forum  to  review  and  assess  the  emerging  state  of  knowledge 
regarding  successful  AIDS  prevention  approaches.    One  of  the  major 
goals  of  this  conference  is  to  identify  findings  that  can  be  applied 
in  prevention  programs  in  the  field  and  to  explore  mechanisms  for 
effective  dissemination  of  prevention  research  results  to  community 
organization  and  program  planners. 

Many  successful  HIV  prevention  strategies  are  based  on  the 
cognitive  behavior  model.    Important  variables  include  sensitizing 


421 


Individuals  to  personal  risk  and  developing  intentions  and 
competencies  for  successful  behavior  changes,  including  training  in 
relevant  behavioral  skills.     Needed  skills  include  approaches  to 
assertion,  self -management ,  conversation,  and  social  problem  solving. 

Question.     I  understand  for  instance,  from  reports  coming  from 
the  ADAMHA  AIDS  Advisory  Committee,  that  a  NIMH  research  advisory 
panel  indicated  that  we  know  so  much  about  prevention  activities 
among  gay  and  bisexual  men  and  so  little  about  prevention  in  other 
groups,  that  is  appropriate  to  shift  our  research  focus  away  from 
preventing  AIDS  among  gay  men  to  focus  on  other  "at-risk" 
populations.    What  can  you  tell  us  about  interventions? 

Answer.    Unfortunately,  we  still  do  not  have  all  these  answers. 
NIMH  continues  to  support  studies  to  identify  successful  prevention 
strategies  for  gay  and  bisexual  men,  including  a  focus  on  efforts  to 
prevent  relapse  to  unsafe  behaviors  among  those  men  who  initially 
were  able  to  change  risk  behavior  patterns.     Factors  that  have  been 
found  to  be  relevant  to  adapting  new  behavior  patterns  for  white,  gay 
men  include  knowledge  of  HIV  and  transmission;  perceiving  oneself  to 
be  vulnerable;  accurate  estimation  of  personal  risk;  self-efficacy 
beliefs  that  the  needed  changes  can  be  successfully  made  and  that  if 
the  change  is  made,  it  will  achieve  the  desired  result.  Other 
strategies  have  included  additional  interventions  such  as  community 
organizing,  social  marketing,  and  efforts  to  promote  changes  in  group 
norms  concerning  risk-taking  behaviors. 

Question.    Are  we  at  a  point  where  we  have  all  the  knowledge  we 
need  to  design  effective  prevention  interventions  for  this 
population? 

Answer.    We  do  not  believe  so.    Most  of  the  controlled  HIV 
prevention  research  using  behavioral  models  has  been  conducted  with 
individuals  or  small  groups  at  high  risk  for  infection.  Little 
experimental  research  has  been  undertaken  at  the  institutional 
levels,  e.g.,  schools  and  worksites,  and  communities.    We  have 
learned  that  intensive  intervention  with  individuals  and  small  groups 
does  result  in  positive  behavior  change;  however,  for  some 
populations,  maintaining  positive  changes  over  time  is  very 
difficult.    We  have  very  little  information  about  effective 
prevention  approaches  for  subgroups  of  gay  men,  including  younger  men 
and  ethnic  and  racial  minority  men. 

Question.    What  about  the  other  at-risk  populations? 

Answer.     The  collaborative  study  that  NIMH  is  sponsoring  with 
NIDA,  NIAAA,  NICHD,  CDC,  and  HRSA  is  focusing  on  developing  and 
testing  behavioral  interventions  for  other  populations  at-risk. 
Populations  currently  under  study  in  this  project  include  inner-city 
Black  adolescents  and  adults.    Other  populations  of  interest  include 
Hispanics,  incarcerated  individuals,  hard-to-reach  gay  and  bisexual 
men,  persons  with  severe  and  persistent  mental  illness,  and  women. 


MENTAL  HEALTH  SERVICES  RESEARCH 


Question.    Last  year  we  heard  a  great  deal  from  mental  health 
providers  about  the  importance  of  mental  health  issues  to  persons 
with  HIV  infections.     I  understand  that  last  year  NIMH  convened  a 
workshop  to  look  at  issues  related  to  the  chronically  mentally  ill 
and  AIDS.    While  this  is  critical  work,  I  also  understand  there  are 
significant  mental  health  service  delivery  issues  for  the  general 
population  of  HIV  infected  individuals  such  as  the  absence  of 
adequate  models  of  mental  health  services  and  the  absolute  absence  of 
organized  service  delivery  systems  for  the  general  population.  Given 
the  important  role  of  NIMH  in  service  delivery  research,  what  kind  of 
work  are  you  undertaking  in  this  area? 
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Answer.    NIMH  is  collaborating  with  the  Health  Resources  and 
Services  Administration  (HRSA)  to  include  mental  health  services  ih 
ongoing  HRSA  AIDS  projects  and  to  develop  strategies  to  evaluate  the 
effectiveness  of  mental  health  interventions  for  people  across  the 
spectrum  of  HIV  disease.     One  upcoming  activity  is  a  HRSA/NIMH 
conference  to  explore  mental  health  services  research  needs  and  the 
role  of  social  workers  as  case  managers  for  HIV  disease. 

Mental  health  services  research  is  a  priority  area  within  the 
NIMH  AIDS  research  effort.    Activities  are  underway  to  stimulate  the 
development  of  studies  to  elucidate  the  structure,  process,  and 
financing  of  mental  health  services  for  HIV-related  mental  disorders 
and  psychological  distress. 

Based  on  a  meeting  of  clinicians  and  researchers  with  expertise 
in  HIV-related  mental  health  counseling,  NIMH  has  developed  a 
national  counseling  strategy  that  includes  components  in  a 
recommended  continuum  of  care  from  pre-  and  post-  antibody  test 
counseling  to  ongoing  treatment  and  support  for  those  infected  with 
and  affected  by  HIV  infection  and  AIDS. 


PREVENTION  RANDOMIZED  FIELD  TRIALS 


Question.    NIMH  is  conducting  a  field  trial  of  prevention 
interventions  designed  to  improve  our  knowledge  of  effective  AIDS 
prevention  programs.     In  its  reports  on  AIDS  and  behavior,  the 
National  Academy  of  Sciences  has  repeatedly  called  for  randomized 
field  trials  of  prevention  interventions.     Is  the  NIMH  program  a 
response  to  this  recommendation? 

Answer.     The  NIMH  multi-site  AIDS  prevention  trial,  conducted 
under  a  cooperative  agreement  in  collaboration  with  NIDA,  NIAAA, 
NICHD,  CDC,  and  HRSA,  is  in  response  to  a  number  of  recommendations, 
including  those  of  the  National  Academy  of  Sciences. 

Question.     I  understand  that  the  NAS  recommendation  was  based  in 
part  on  the  successes  of  the  NCI  smoking  cessation  community 
intervention  field  trials  and  the  NHLBI  cardiovascular  disease 
interventions.     These  programs  were  multi-billion  dollar  programs. 
Are  we  adequately  funding  this  initiative? 

Answer.    Yes.     The  trial  was  initiated  in  FY  1990  to  increase 
knowledge  of  AIDS  prevention  strategies.     Three  extramural  research 
sites  and  a  coordinating  center  received  initial  support  totaling 
approximately  $1  million.     This  study  is  designed  to  develop  and  test 
behavioral  strategies  to  prevent  the  spread  of  HIV  in  different 
population  and  geographic  sites.    The  FY  1992  budget  proposes  to 
support  7  sites  and  the  coordinating  center.     Since  the  trials  have 
not  yet  identified  and  demonstrated  effective  prevention  approaches, 
it  is  premature  to  consider  a  program  of  the  magnitude  of  those 
conducted  for  smoking  cessation  and  prevention  of  cardiovascular 
disease.     However,  the  NIMH  AIDS  prevention  study  draws  heavily  upon 
knowledge  gained  from  these  other  large  scale  trials. 

Question.    How  much  did  this  program  receive  in  FY  1991? 

Answer.     In  FY  1991,  the  NIMH  AIDS  budget  includes  $3,154,000 
for  this  multi-site  program. 

Question.  How  much  is  the  President  requesting  for  this  program 
in  FY  19927 

Answer.     In  FY  1992,  the  NIMH  AIDS  budget  includes  $3,189,000 
for  this  multi-site  program. 
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MENTAL  HEALTH  AND  AIDS  TRAINING 


Question.     Training  of  mental  health  personnel  is  a  critical 
part  of  making  mental  health  services  available  to  persons  with  HIV 
infection.     I  understand  that  the  model  program  that  NIMH  had 
developed  to  train  such  personnel  about  the  mental  health  aspects  of 
HIV  has  been  significantly  revised  such  that  there  are  no  programs 
explicitly  training  mental  health  providers  now.     Is  this  true? 

Answer.    Current  programs  are  training  both  health  and  mental 
health  care  providers.     The  emphasis  is  to  integrate  AIDS  mental 
health  education  into  ongoing  regional  training  efforts  that  are 
already  underway  and  to  train  a  broad  range  of  health  care  providers . 

Question.    Why  has  the  focus  of  the  program  shifted  entirely  to 
the  training  of  medical  personnel  through  add-on  grants  to  the  Health 
Resources  and  Services  Administration's  AIDS  Education  and  Training 
Centers? 

Answer.    In  FY  1990  and  FY  1991,  the  pirogram  has  integrated  AIDS 
mental  health  education  with  ongoing  HRSA  health  training  programs 
through  the  Education  and  Training  Centers  (ETCs).    The  FY  1990 
request  for  applications  indicated  that  this  could  be  accomplished 
through  grants  to  the  ETCs  or  to  mental  health  organizations  with 
specific  plans  to  link  with  one  or  more  ETCs.     This  new  approach  is 
being  tested  initially  in  a  small  numbers  of  programs  where  both 
health  and  mental  health  care  providers  are  trained. 


DRUG  ABUSE  OUTREACH  SERVICES 


Question.    NIDA  is  to  be  commended  for  ;aking  leadership  on  AIDS 
in  the  area  of  substance  abuse.     One  of  the  most  notable  efforts  has 
been  the  program  of  outreach  to  IV  drug  users  not  in  treatment.  This 
effort  has  spawned  a  whole  host  of  research  peers  and  now  even  a 
report  from  the  Centers  for  Disease  Control  documenting  how  effective 
these  efforts  have  been.    Last  year  the  Congress  restored  almost  $11 
million  to  these  projects  from  the  amounts  cut  by  the  Administration 
in  its  FY  1991  proposed  budget.    I  understand  that  once  again  the 
Administration  has  proposed  cutting  these  programs.    What  is  the 
amount  of  the  cut  proposed  by  the  Administration? 

Answer.    In  FY  1991  the  Congress  added  $9.8  million,  after 
sequestration  reductions,  to  partially  restore  funding  the  outreach 
demonstration  program.    A  letter  indicating  the  availability  of  these 
funds  has  been  sent  to  the  eligible  grantees,  inviting  them  to  submit 
their  requests  for  noncompeting  extensions  of  their  grants.    Of  the 
original  42  three-year  projects,  the  remaining  three  are  scheduled  to 
receive  their  last  year  of  funding  in  FY  1991,  a  total  of 
$3.4  million  for  the  three  projects. 

Question.    Why  is  the  Administration  proposing  to  undermine  the 
only  interventions  we  have  in  place  to  deal  with  one  of  the 
populations  most  vulnerable  to  HIV  infection? 

Answer.    The  FY  1992  President's  Budget  request  includes  funds 
for  the  continuation  of  efforts  by  NIDA  for  the  prevention  of  AIDS 
through  programs  of  outreach  to  drug  abusers  not  in  treatment.  These 
efforts  include  a  research  program,  as  well  as  the  demonstration 
program  for  which  Congress  restored  funding  in  the  FY  1991 
appropriation. 

The  request  includes  $10.2  million  in  research  demonstration 
funds  for  NIDA's  outreach  activities,  a  4  percent  increase.  These 
funds  will  be  used  to  develop  a  new  program  in  this  area  that  will 
build  on  the  previous  efforts,  provide  for  expanded  demonstration  of 
the  outreach  models  that  have  been  found  most  effective,  and  extend 
the  types  of  population  groups  involved  in  these  programs. 
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Specifically,  in  FY  1992  NIDA  will  develop  a  demonstration  grants 
program  that  will  permit  the  replication  and  further  testing  of 
outreach/ intervention  protocols  seen  as  effective  in  the  earlier 
research  demonstration  studies  funded  by  the  Institute.  The 
Institute  will  study  the  transferability  of  apparently  successful 
interventions  as  well  as  assess  the  efficacy  of  those  strategies  with 
different  populations. 

The  Institute  will  also  be  continuing  in  FY  1992  an  active 
program  of  research  studies  in  the  area.    NIDA  has  developed  and 
awarded  a  grants  program  under  the  title,  "A  Cooperative  Agreement 
for  AIDS  Community-Based  Outreach/ Intervention  Research."  That 
program  allows  for  the  continuing  refinement  of  outreach/ intervention 
strategies,  and  for  their  assessment  under  rigorous  study  conditions. 
Thus,  the  Institute    will  be  able  to  build  on  the  work  and  findings 
already  obtained  from  NIDA's  demonstration  program.      Moreover,  this 
research  activity  allows  the  Institute  to    emphasize  the  study  of 
outreach/ intervention  strategies  targeted  to  runaway /homeless  youth 
involved  with  drugs,  to  out  of  treatment  crack  and  cocaine  users,  and 
to  the  sexual  partners  of  intravenous  drug  users.    Because  this 
grants  program  is  organized  as  a  cooperative  agreement,  NIDA  will 
continue  to  be  able  to  obtain  standardized  data  on  the 
characteristics  of  the  out-of-treatment  drug  user  in  cities  across 
the  country. 

In  addition,  NIDA  is  in  the  process  of  developing  a  strategy  to 
monitor  drug  use  and  other  related  risk-taking  behaviors  over  time  in 
the  cities  encompassed  under  this  grants  program.    Thus,  this  new 
research  initiative  in  FY  1991  will  allow  us  to  understand  changing 
drug  use  patterns  and  behaviors  in  a  population  largely  unknown  to  us 
just  a  few  years  ago.    Currently,  NIDA  has  funded  6  grants  under  this 
program  and  expects  to  fund  an  additional  4-6  grants  this  fiscal 
year. 

Several  outreach/ intervention  studies  being  supported  by  NIDA 
are  specifically  targeted  to  three  population  groups  seen  as  of 
particular  concern.    Outreach/ intervention  protocols  and  associated 
research  designs  are  now  under  way  for  (1)  intravenous  drug  users  who 
have  placed  themselves  on  waiting  lists  for  drug  abuse  treatment,  but 
for  whom  treatment  is  not  currently  available;  (2)  runaway  youth 
involved  with  drugs  who  are  accessed  through  runaway  outreach  or 
shelter  programs;  and  (3)  female  intravenous  drug  users  and  sexual 
partners.     These  programs  will  continue  in  FY  1992. 

Question.  What  specific  plans  does  the  Administration  have  for 
maintaining  these  efforts  in  place? 

Answer.     In  an  effort  to  maintain  AIDS  outreach/ intervention 
services,  NIDA  will  make  use  of  the  extended  time  provided  to  the 
existing  outreach  demonstration  projects  through  the  FY  1991 
appropriation.    Continuation  support  for  outreach  services  activities 
has  already  been  obtained  in  7  of  the  14  States  in  which  research 
demonstrations  projects  were  scheduled  to  end  in  FY  1990.    NIDA  has 
developed  a  Joint  Planning  Group  with  representatives  from  the  State 
drug  abuse  authorities,  the  Office  for  Treatment  Improvement  (OTI), 
and  the  Office  of  National  Drug  Control  Policy  (ONDCP)  to  continue 
the  process  of  planning  for  the  maintenance  of  services  funded  by  the 
Federal  Government  under  this  and  other  Federal  demonstration 
programs.    That  group  has  met  several  times  and  developed  important 
recommendations  for  joint  State-Federal  participation  in 
demonstration  programs.    That  body  will  also  be  exploring  strategies 
for  technology  transfer  to  assure  that  findings  from  the 
outreach/ intervention  studies  can  become  a  part  of  State  and  local 
policy  and  practices. 

CARE  BILL 


Question.    Last  year,  the  Congress  passed  the  Ryan  White 
Comprehensive  AIDS  Resources  Emergency  (CARE)  Act  and  funded  it  with 
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$261  million.     In  the  Labor-HHS  Appropriations  Conference  Report  for 
Fiscal  Year  1991,  we  indicated  the  importance  of  mental  health 
considerations  in  funding  of  this  bill,  particularly  with  regard  to 
Title  II.    Mental  health  issues  are  especially  critical  in  the 
context  of  AIDS.     If  we  don't  address  the  problems  of  severe 
depression  and  anxiety  among  the  HIV  infected,  we  are  likely  to  have 
increased  numbers  of  people  who  aren't  taking  their  life-sustaining 
drugs,  continuing  to  engage  in  high  risk  behaviors,  and  committing 
suicide.    Given  the  absence  of  mental  health  services  for  this 
population,  what  efforts  are  you  making  to  address  these  needs  with 
the  Ryan  White  Act  funds? 

Answer.     In  HRSA's  Guidance  to  the  States  for  use  in  the 
preparation  of  their  application  for  and  their  management  of  funds 
under  Title  II  of  the  Ryan  White  CARE  Act  (Title  XXVI,  Part  B  of  the 
PHS  Act),  the  provision  of  mental  health  services  is  consistent  with 
both  the  statute  and  the  concerns  expressed  in  the  Conference  Report. 
The  guidance  lists  mental  health  as  one  of  several  essential  services 
that  may  be  included  in  the  State's  comprehensive  outpatient  health 
and  support  consortium  or  any  home  or  community  based  care  component. 
Although  states  are  not  required  to  do  so  by  the  statute,  they  are, 
nevertheless,  encouraged  to  provide  all  essential  services  needed.  . 


PREVENTION  EVALUATION 


Question.     The  National  Academy  of  Sciences  in  its  recent 
publication.  Evaluating  AIDS  Prevention  Programs,  stated  that  "it  is 
unfortunate  that  we  know  relatively  little  as  scientists  about  the 
comparative  effectiveness  of  different  strategies  intended  to 
encourage  and  facilitate  protective  behavioral  changes  among  persons 
who  are  at  risk  for  HIV  transmission."    Congress  has  repeatedly 
called  on  CDC  in  conjunction  with  its  other  Public  Health  Service 
sister  agencies  to  collect  data  about  the  efficacy  of  prevention 
interventions.    What  are  the  on-going  and  future  plans  to  collect 
both  process  and  out-come  evaluation  data  from  prevention  programs 
that  are  funded  both  directly  and  indirectly  (i.e.,  through  the 
states)  by  CDC? 

Answer.  CDC  continues  to  evaluate  its  prevention  activities  on 
an  ongoing  basis.     Three  kinds  of  evaluation  are  being  conducted: 

1)  Formative.    What  might  work  best?    This  type  of 
evaluation  usually  takes  place  before  programs 
are  widely  implemented. 

2)  Process.     Is  the  program  reaching  its  intended 
audience? 

3)  Outcome.     Is  the  program  making  a  difference? 
What  works  better? 

In  February  1991,  CDC  published  the  Special  Report  on 
Evaluation.     This  newsletter  attempted  to  emphasize  the  importance  of 
evaluation  and  the  need  for  program  planners  to  know,  on  a  continuous 
basis,  exactly  what  services  are  being  delivered,  to  whom,  what  is 
working  and  why.  Included  is  a  wide  array  of  evaluation  activities 
supported  by  CDC. 

CDC  is  currently  supporting  major  HIV  program  evaluation  efforts 
in  the  areas  of  surveillance,  public  information,  school-based  HIV 
prevention  and  counseling,  testing,  referral  and  partner 
notification. 

In  FY  1991,  CDC  will  expand  its  current  evaluation  research,  by 
$3,000,000,  to  assess  the  impact  of  publicly  funded  counseling  and 
testing  (CT)  programs  on  special  populations  at  risk,  as  defined 
geographically,  demographically ,  and  by  behavior  characteristics. 

In  addition,  CDC  will  also  expand  research  activities  by 
$3,000,000  to  assess  the  effectiveness  of  outreach  programs  for  drug 
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users  and  their  sex  partners,  including  assessing  selected  outreach 
programs  and  community  based  organizations  (CBOs)  to  identify  what 
CBO  program  approaches  are  most  effective  in  reaching  and  influencing 
drug  users  to  reduce  their  risk  for  HIV  infection. 


SURVEY  OF  HEALTH  AND  AIDS  RISK  PREVALENCE 


Question.    As  you  know,  there  has  been  a  lot  of  activity  lately 
around  women's  health  issues,  especially  with  regard  to  research.  As 
one  of  the  people  working  on  this  issue,  I  am  particularly  concerned 
about  the  projected  increased  incidence  of  AIDS  among  women,  now  the 
fastest  growing  category  of  AIDS  patients.    Many  of  these  women  are 
pregnant  or  nursing  mothers,  who  are  likely  to  pass  the  virus  on  to 
their  children.     Tragically  we  know  very  little  about  the  social  and 
behavioral  issues  that  put  women  -  and  others  for  that  matter  -  at 
risk  for  contracting  AIDS. 

In  order  to  understand  how  to  change  high  risk  behaviors  and  to 
evaluate  AIDS  prevention  programs,  scientists  have  been  telling  us 
for  years  that  they  need  to  have  some  basic  behavioral  data  that 
would  be  collected  through  the  NIH's  Survey  of  Health  and  AIDS  Risk 
Prevalence,  or  the  so-called  SHARP  study.    Despite  peer  review  and 
approval  by  a  wide  array  of  non-academics  including  several  religious 
leaders,  this  study  has  been  held  up  by  your  Department  for  over  3 
years . 

Last  year  in  our  Committee  report  we  indicated  our  dismay  with 
the  Department  that  this  survey  continued  to  be  delayed  and  we 
"urge[d]  the  Department  to  approve  the  feasibility  phase  of  SHARP 
promptly."     (S.  Rpt.  101-581  pp.  215)    We  were  delighted  to  learn 
that  the  Administration  included  $3  million  dollars  to  launch  the 
full  scale  version  of  this  survey  and  applaud  your  commitment  to  this 
effort.    We  also  understand,  however,  that  the  feasibility  phase  that 
the  Committee  urged  the  Department  to  approve  last  year,  is  still 
being  held  up  in  your  office.    Can  you  please  explain  this  apparent 
inconsistency  and  tell  the  Committee  when  you  plan  to  direct  the  NIH 
to  proceed  with  this  effort? 

Answer.      The  proposed  feasibility  study  for  the  National  Survey 
of  Health  and  AIDS  Risk  Prevalence  (SHARP)  is  still  under 
consideration  in  the  Department.      However,  based  on  the  results  of 
the  Dallas  pre- test  of  the  seroprevalence  survey,  we  believe  we  can 
proceed  with  the  study  without  further  feasibility  activities. 
However  this  remains  a  sensitive  issue.    At  this  time  it  is  not 
possible  to  provide  a  more  definitive  statement  on  the  future  of  the 
project. 

To  preserve  the  option  of  proceeding  with  the  national  survey 
while  the  departmental  review  is  underway,  HHS  has  requested  $3.0 
million  in  the  FY  1992  budget.     This  amount  represents  costs 
associated  with  initiating  the  national  survey  in  that  year. 


BEHAVIORAL  RESEARCH 


Question.    Recently,  the  Institute  of  Medicine  recommended  that 
the  NIH  expand  its  program  of  AIDS  behavioral  research  to  include 
information  on  "behaviors  relevant  to  the  transmission  of  HIV, 
including  but  not  limited  to,  human  sexual  development  and  practice 
and  drug  addiction  and  abuse."     In  1991,  this  Committee  directed 
NIAID  to  expand  its  behavioral  research  mission  to  address  issues 
such  as:    quality  of  life  measurements  in  treatment  research;  more 
substantial  behavioral  endpoints  in  on-going  epidemiological 
research;  the  social  and  psychological  barriers  to  accruing  new 
patients  into  protocols;  determining  factors  for  compliance  with 
treatment  regimens;  and  the  operation  of  self -deferral  mechanisms  for 
protecting  the  blood  supply.    What  is  NIH  and  specifically  the  NIAID 
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doing  in  this  area?    What  are  the  current  activities  designed  to 
comply  with  this  Congressional  directive?    What  are  the  future  plans? 

Answer.     The  NIAID  continues  its  connnitment  to  elucidate 
behavioral  factors  that  affect  acquisition,  transmission  and 
progression  of  HIV  disease.     One  immediate  step  has  been  the  hiring 
of  an  expert  in  HIV  transmission  and  disease  progression  among 
intravenous  drug  users  (IVDUs).     She  is  currently  working  with 
program  staff  to  recommend  strategies  for  improving  outreach  to  and 
follow-up  of  IVDUs  in  clinical  and  epidemiological  studies.  These 
studies  will  address  such  concerns  as  the  recruitment  of  IVDUs  and 
compliance  with  treatment  regimens.     In  support  of  this  effort,  NIAID 
and  NIDA  have  set  up  an  interagency  agreement  to  support  recruitment 
outreach  activities. 

The  NIAID  has  developed  plans  for  the  initiation  of  a  large-scale 
women's  HIV/AIDS  cohort  study  of  HIV  transmission  and  disease 
progression.  We  have  organized  an  interagency  working  group  to  help 
with  the  development  of  the  study's  protocol.    One  specific  focus  of 
the  study  will  be  HIV  risk  behavior  and  correlates  of  infection 
acquisition  in  intravenous  drug  users.    Investigation  of  health  care 
access  and  the  psycho-social  and  economic  impact  of  HIV  disease  in 
these  populations  has  been  selected  as  a  high  priority  by  this 
working  group  as  well. 

Data  collection  continues  in  the  Women  and  Infants  Transmission 
Study  (WITS).  Over  150  seropositive  pregnant  women  and  115 
nonpregnant  women  have  been  enrolled  to  date.    Analysis  is  ongoing  to 
determine  the  effect  of  drug  use  and  sexual  activity  during  pregnancy 
on  perinatal  HIV  transmission. 

The  Heterosexual  AIDS  Transmission  Study  (HATS)  has  accrued  over 
70  couples  whose  HIV  status  is  discordant.    After  receiving  education 
about  how  to  prevent  HIV  transmission,  the  couples  will  be  followed 
for  approximately  two  years  to  document  seroconversion  rates, 
behavioral  risk  factors  for  seroconversion,  and  emotional  and 
behavioral  responses  to  HIV  infection.     In  addition,  the  HATS  is 
recruiting  1,000  high  risk  seronegative  individuals  to  study  risk 
factors  associated  with  acquisition  of  HIV  infection.    A  psycho- 
social questionnaire  to  assess  health  related  beliefs  and  behaviors 
is  in  the  process  of  being  developed. 

The  Multicenter  AIDS  Cohort  Study  (MACS)  and  the  San  Francisco 
Men's  Health  Study  (SFMHS)  are  continuing  to  look  at  behavioral  risk 
factors  in  relationship  to  disease  acquisition  and  progression. 
Plans  are  underway  to  place  the  Young  Men's  Health  Study  within  the 
SFMHS.     This  study  will  examine  sexual  behaviors  in  conjunction  with 
knowledge,  attitudes,  and  beliefs  about  HIV  infection  and  AIDS  in  a 
population-based  sample  of  gay  men  aged  18-29.     This  study  will  also 
assess  attitudes  toward  potential  participation  in  anti-HIV  vaccine 
trials. 

The  Institute's  treatment  research  program  is  expanding  the 
behavioral  research  component  of  its  research  agenda  within  the  AIDS 
Clinical  Trials  Group  (ACTG).     To  assess  quality  of  life  factors, 
this  work  began  with  one  protocol,  a  study  of  three  treatments  for 
Pneumocystis  carinii  pneumonia.     These  parameters  include  physical 
functioning,  productivity  and  work  status,  neurological  and  emotional 
well  being,  social  functioning,  and  overall  quality  of 
life/satisfaction.     The  results  of  this  study  will  be  monitored  by  a 
new  Quality  of  Life  Working  Group  that  will  develop  new  studies  that 
are  expected  to  be  placed  in  drug  protocols  to  assess  quality  of  life 
issues  with  the  goal  of  obtaining  a  wide  range  of  this  type  of 
information. 

A  major  expansion  of  pediatric  efforts  and  supplements  to  a 
number  of  adult  AIDS  Clinical  Trial  Units'  grants  targeted  to 
minorities  are  providing  social  services  to  patients  in  need  of  this 
type  of  intervention.    Data  are  being  collected  to  enable  the  ACTG  to 
assess  the  value  of  these  activities,  which  include  the  provision  of 
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transportation  to  trials,  health  care,  counseling,  and  other  support 
services.     The  Patient  Care  Committee  of  the  ACTG  is  also  developing 
nested  studies  to  develop  data  on  drug  compliance  as  well  as 
recruitment  and  retention  in  such  groups  as  intravenous  drug  users 
and  women  with  HIV. 

Most  of  the  donors  who  have  transmitted  HIV  infection  by 
transfusion  were  individuals  who  had  risk  factors  but  failed  to 
exclude  themselves  during  the  donation  process.    The  NHLBI, 
recognizing  this  problem,  has  initiated  a  study  (as  part  of  an 
ongoing  program  to  study  the  epidemiology  of  transfusion  transmitted 
retroviruses),  which  investigates  donor  behavior,  in  hopes  of 
developing  interventions  that  would  help  exclude  donors  at  risk  for 
HIV.     In  addition,  the  NHLBI  funds  programs  designed  to  develop 
recruitment  strategies  to  attract  blood  donors  at  low  risk  for  HIV 
infection  and  to  increase  the  utilization  of  autologous  blood. 

The  NHLBI  also  has  an  active  education  program,  the  National 
Blood  Resource  Education  Program  (NBREP),  which  was  developed  in  1987 
to  ensure  an  adequate  and  safe  supply  of  blood  and  blood  components 
and  to  ensure  that  blood  components  are  transfused  only  when 
necessary.    Within  the  last  year  the  NBREP  has  convened  an  expert 
panel  to  address  the  appropriate  use  of  blood  components  and  has 
developed  a  position  paper  which  summarizes  the  current  state  of  the 
art  on  the  appropriate  use  of  blood  and  blood  products  and  has  been 
distributed  to  more  than  200,000  health  care  professionals.  In 
addition, an  expert  panel  on  autologous  transfusion  has  been  convened 
and  separate  papers  resulting  from  this  meeting  have  been  distributed 
to  health  care  professionals  and  patients  to  have  surgical 
procedures.    A  national  survey  of  physicians'  knowledge,  attitudes, 
and  practices  with  respect  to  appropriate  autologous  and  homologous 
blood  usage  and  related  patient  education  is  planned  in  the  upcoming 
year.    Data  from  this  survey  will  be  used  to  help  in  the  NBREP 's 
planning  and  evaluation  activities. 


QUESTIONS  SUBMITTTED  BY  SENATOR  DALE  BUMPERS 
VACCINE  INJURY  COMPENSATION  PROGRAM 


Question.     I  understand  that  more  than  4,000  pre-1988  claims 
have  been  filed  in  the  Vaccine  Injury  Compensation  Program,  yet  the 
FY  92  budget  justification  does  not  include  a  request  for  funding  for 
pre-1988  claims.    Why  did  you  fail  to  request  funding?    Can  the 
Subcommittee  expect  a  supplemental  request  from  the  Department  for 
pre-1988  claims? 

Answer.    Due  to  the  sudden  influx  of  over  2,700  claims  received 
during  the  last  few  weeks  before  the  October  1,  1990  deadline,  and 
the  uncertainty  of  the  number  of  claims  that  would  be  submitted  in 
response  to  the  subsequent  four-month  extension  of  the  deadline,  the 
Department  did  not  have  an  opportunity  to  thoroughly  examine  the  new 
claims  and  develop  estimates  in  time  for  submission  of  the  FY  1992 
President's  budget.    Clearly,  Congress  did  not  anticipate  the  number 
of  claims  that  would  be  filed,  since  it  only  authorized 
appropriations  of  $80  million  per  year  for  this  program.    We  now  have 
better  information  for  developing  budget  estimates.    A  total  of  4,047 
pre-1988  claims  have  been  filed.     This  includes  another  817  claims 
filed  in  response  to  the  extension  of  the  deadline. 

After  we  develop  and  confirm  estimates,  the  Department  will 
consider  approaches  for  providing  support  for  adjudicated  claims. 

Question.  When  will  you  forward  to  the  Subcommittee  an  estimate 
of  the  cost  of  compensating  the  4,000  plus  pending  claims? 
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Answer.     The  Department  has  contracted  with  an  actuarial  firm  to 
develop  estimates  for  the  over  4,000  pending  claims.    We  expect  to 
have  these  estimates  within  a  few  weeks. 

Question.     Some  contend  .that  the  awards  that  are  being  made 
under  the  Vaccine  Injury  Compensation  System  dramatically  exceed  the 
average  award  that  was  anticipated.    After  more  than  two  years  of 
administering  the  program,  are  you  prepared  to  make  recommendations 
for  modifications  in  the  system  that  might  make  it  operate  more 
smoothly  and  that  might  address  the  larger-than-anticipated  awards? 

Answer.    We  will  be  reviewing  a  variety  of  issues  related  to 
this  program  and  will  seek  advice  from  many  sources,  including  the 
Department  of  Justice,  Congress,  and  the  Advisory  Commission  on 
Childhood  Vaccines.      Any  potential  revisions  to  the  authorizing 
legislation  will  reflect  scientific  knowledge  regarding  causation  of 
adverse  effects  related  to  vaccines,  as  well  as  the  level  of  resource 
versus  need  consideration. 

HIV/AIDS  FUNDING 


Question.    How  much  money  did  you  request  of  the  Secretary  for 
HIV  programs  in  your  original  presentation  for  FY  92,  as  compared  to 
the  final  level  in  the  President's  budget? 

Answer,     The  FY  1992  HIV/AIDS  request  to  the  Secretary  was 
$2,033,021,000  (including  the  Food  and  Drug  Administration  and  the 
Indian  Health  Service).     The  FY  1992  President's  Budget  request  for 
HIV/AIDS  is  $1,950,261,000. 


DUPLICATION  OF  EFFORTS 


Question.     The  natural  history  and  transmission  studies  relating 
to  HIV  that  are  sponsored  by  PHS  agencies  are  critical  contributions 
to  our  understanding  of  this  epidemic.     I  am  concerned,  however,  by 
the  number  of  different  agencies  involved  in  these  studies.    As  I 
understand  it,  there  are  cohorts  being  studied  at  NIAID,  NCI,  NIDA 
and  CDC.     Are  any  of  these  studies  duplicative,  so  that  they  might  be 
merged  or  possibly  reduced  in  number  to  save  limited  funds? 

Answer.    CDC  and  NIAID  conduct  studies  of  the  natural  history  of 
HIV  disease.    While  these  studies  are  addressing  some  of  the  same 
issues,  each  study  has  unique  qualities  either  in  the  study  design, 
the  study  participants,  or  the  major  emphasis.     Having  independent 
studies  also  allows  for  prompt  confirmation  of  results  from  one  study 
by  the  other  study. 

Question.     Is  the  data  collection  in  these  studies  such  that 
they  can  be  compared  or  merged  in  a  meaningful  way,  so  that  larger 
cohorts  could  be  formed? 

Answer.  CDC  and  NIAID  staffs  are  in  constant  contact  through 
review  panels,  scientific  meetings,  working  groups,  telephone 
consultation,  etc.  to  look  for  ways  to  collaborate  and  to  prevent 
duplication  of  efforts.    As  an  example,  a  productive  collaboration 
was  recently  established  by  combining  CDC's  heterosexual  transmission 
study  sites  with  NIAID  sites  into  one  multicenter  study.  In 
addition,  CDC  has  recently  established  a  working  group  with 
colleagues  at  several  other  PHS  agencies  to  develop  a  common  protocol 
for  studying  the  natural  history  of  HIV  disease  in  women. 

Question.    What  level  of  interaction  is  taking  place  among  these 
agencies  to  assure  that  these  studies  are  complementary  and 
coordinated? 

Answer.     The  data  collection  for  the  natural  history  studies  in 
women  will  use  a  common  protocol  that  will  enable  PHS  agencies  to 
collect  comparable  data  for  a  single  large  cohort.     The  CDC  and  NIAID 
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are  In  the  process  of  combining  their  heterosexual  transmission 
studies  by  adopting  a  similar  protocol  which  will  result  in 
comparable  data  that  will  be  merged  resulting  in  a  more  meaningful 
analysis  of  research  questions.     NIDA  has  worked  to  assure  that  HIV 
natural  history  and  transmission  studies  that  are  funded  complement, 
rather  than  duplicate  each  other  and  also  that,  as  much  as  possible, 
they  complement  work  being  done  by  other  agencies  or  institutions . 
This  has  involved  close  coordination  between  NIDA  program  staff  and 
both  NIDA  grantees  and  representatives  from  other  agencies.  ADAMHA 
and  CDC  have  established  a  formal  work  group  for  facilitating 
coordination  and  collaboration  between  the  two  agencies. 

Question.     The  PHS  is  to  be  commended  for  its  recognition  of  the 
disproportionate  impact  AIDS  has  had  on  minority  communities. 
However,  I  am  concerned  about  the  coordination  and  duplication  of 
programs  targeted  at  minorities  at  risk.     The  budget  justification 
for  the  Office  of  Minority  Health  says:   "grants  are  made  to  national 
minority  and  community- based  organizations  which  conduct  health 
education  and  prevention  activities  directed  to  minority  groups." 
The  CDC  justification  says  that  the  CDC  Office  of  Minority  HIV  Policy 
Coordination  is  "providing  funds  directly  to  approximately  100 
national,  regional,  and  community -based  organizations  which  represent 
or  serve  minority  populations."    How  do  these  programs  differ?  What 
is  the  reason  for  separate  administration  of  these  programs? 

Answer.     CDC's  direct-funded  dommunity- based  organizations 
(CBOs)  serving  racial  and  ethnic  minority  populations  must  be  non- 
profit and  must  serve  minority  populations  within  the  31  high  AIDS 
incidence  metropolitan  statistical  areas,  and  the  memberships  of 
their  governing  bodies  must  have  at  least  50  percent  racial  and 
minority  representation.     CBOs  currently  funded  by  OMH  may  serve 
high,  medium  or  low  HIV  incidence  geographic  areas,  both  urban  and 
rural .    OMH  tends  to  fund  organizations  in  areas  with  a  lower 
incidence  of  HIV/AIDS.    OMH-funded  grants  range  from  $50,000  to 
$75,000  annually,  compared  with  CDC's  which  range  from  $20,000  to 
$225,000  annually. 

Both  CDC  and  OMH  maintain  ongoing  collaboration  to  ensure  that 
grantees  of  either  agency  are  not  funded  to  conduct  the  same 
activities.     This  is  essential  in  ensuring  that  funds  are  wisely 
allocated  and  that  a  range  of  community  needs  are  addressed. 

CDC  and  OMH  are  currently  discussing  the  relative  benefits  of 
separate  administration,  conjoint  administration  or  the  transfer  of 
the  OMH  program  to  the  sole  administration  of  CDC.     It  is  quite 
possible  that  OMH  will  merge  and/or  transfer  its  national  and  local 
HIV  grants  program  with  those  of  CDC. 

Question.     Similarly,  the  OMH  justification  says  that  it  will 
"continue  to  support  data  collection  and  studies  related  to  the 
knowledge,  attitude  and  behavior  of  minority  populations  relative  to 
AIDS  as  well  as  the  incidence  of  AIDS  among  minority  groups."    At  the 
same  time  the  CDC  justification  lists  numerous  surveys  to  assess  HIV 
knowledge  and  attitudes.    How  are  these  different  and  how  are  these 
coordinated?    Could  they  be  merged  to  save  administrative  costs? 

Answer.     The  CBOs  funded  by  either  OMH  or  CDC  may  be  involved 
with  data  collection  and  studies  as  part  of  their  activities;  these 
efforts  are  likely  to  represent  different  research  methodologies  and 
sample  populations . 

Merging  efforts  in  at  least  some  of  these  research  areas  in 
which  it  is  feasible  may  benefit  both  CDC  and  OMH,  as  well  as  enhance 
the  quality  of  data  collection,  replications  and  interpretation. 
This  is  being  investigated  as  part  of  the  initiative  to  develop  a 
single  administration  for  all  of  these  efforts. 
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RYAN  WHITE  CARE  FUNDING 


Question.    No  increases  are  requested  for  funding  of  the  Ryan 
White  CARE  programs  HRSA  and  CDC.    Given  the  rising  number  of  AIDS 
cases  and  the  increasing  burden  on  our  public  hospitals  as  reported 
in  recent  studies,  why  is  the  Administration  not  increasing  funding 
for  these  programs? 

Answer.     In  FY  1992,  we  are  requesting  the  same  level  of  support 
as  Congress  provided  in  FY  1991.    We  remain  concerned  about 
establishing  fragmented  approaches  to  health  care  on  a  disease 
specific  basis.    We  prefer  to  address  health  services  needs  through 
existing  mechanisms.    To  this  end  I  would  note  that  the  estimate  of 
services  provided  by  the  Health  Care  Financing  Administration  for 
HIV/AIDS  increased  30  percent  in  FY  1992,  to  $1.36  billion. 

Question.     As  you  know.  Title  III  of  the  CARE  bill  provides  for 
early  intervention  services  for  people  with  HIV  infection.  These 
services  are  designed  to  provide  testing,  counseling,  and  drug 
treatment  that  will  delay  the  onset  of  full-blown  AIDS.    In  its  ; 
budget  justifications,  the  NIH  reported  that  there  is  "an  apparent  - 
decrease  in  the  expected  incidence  rate  of  AIDS  in  the  U.S. 
population.    This  decrease  was  abrupt  and  began  in  1987.    The  most, 
plausible  explanation  for  the  decrease  is  the  impact  of  therapy  on 
preventing  seriously  immune  compromised  persons  from  progressing  to 
AIDS....  It  is  noteworthy  that  decreases  were  most  prominent  in 
groups  with  the  best  access  to  care,  but  were  not  seen  in  groups 
(e.g.,  drug  abusers)  who  have  limited  access  to  therapy."    This  would 
seem  to  underscore  the  need  for  expansion  of  the  early  intervention 
programs  in  Title  III,  since  this  is  what  they  were  designed  for. 
Why  hasn't  the  PHS  requested  more  funding  in  this  area? 

Answer.    We  have  multiple  health  problems  in  the  United  States 
that  need  to  be  addressed.     The  FY  1992  for  Ryan  White  is  maintained 
at  the  FY  1991  level  and  budget  increases  are  directed  to  other  high 
priority  areas  such  as  Project  Healthy  Start,  National  Health  Service 
Corps  Recruitment,  and  the  Health  Care  for  the  Homeless.     Some  of 
these  programs  also  will  increase  services  for  people  who  are  HIV 
infected,  although  they  are  not  specifically  targeted  for  this  group. 


QUESTION  SUBMITTTED  BY  SENATOR  HARRY  REID 


CHRONIC  FATIGUE  SYNDROME 


Question.    In  recent  years.  Chronic  Fatigue  Syndrome  has  been  of 
great  concern  nationally,  and  especially  in  Northwest  Nevada,  where 
there  has  been  a  "cluster"  of  this  illness.    Who  is  supervising  PHS 
activities  related  to  this  illness? 

Answer.     The  activities  related  to  Chronic  Fatigue  Syndrome 
(CFS)  are  performed  independently  by  two  agencies  of  the  Public 
Health  Service,  the  National  Institute  of  Allergy  and  Infectious 
,     Diseases  (NIAID)  at  the  National  Institutes  of  Health  and  the  Centers 
I     for  Disease  Control  (CDC). 

The  NIAID  has  initiated  two  epidemiologic  studies:    one  to 
estimate  the  prevalence  of  CFS  in  a  population-HMO  and  the  other  in  a 
general  medical  practice. 

The  CDC  will  continue  to  enroll  new  patients  in  its  surveillance 
system  across  the  U.S.    These  studies  will  help  CDC  to  identify 
whether  there  are  immunologic  or  virologic  markers  associated  with 
CFS. 
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QUESTIONS  SUBMITTTED  BY  SENATOR  ARLEN  SPECTER 


MINORITY  HEALTH  AND  TRAINING  REPORT 


Question.    Dr.  Mason,  the  Conference  Report  accompanying 
the  Labor,  HHS  and  Education  and  Related  Agencies 
Appropriations  Bill  for  fiscal  year  1991  directed  your  office 
to  prepare  and  submit  to  the  Committee  a  plan  for  increasing 
resources  to  minority  health  and  training  over  the  next  four 
years  within  the  Public  Health  Service.    What  is  the  status  of 
this  report  and  when  can  we  expect  or  receive  it? 

Answer.     The  Conferees  directed  NIH,  HRSA  and  ADAMHA  to 
develop  plans.    These  plans  are  in  various  stages:    the  NIH 

Elan  is  in  final  and  should  be  transmitted  to  the  Committees 
y  May  1;  the  HRSA  plan  is  currently  undergoing  review  and  we 
anticipate  that  it  will  be  finalized  and  sent  to  the 
Committees  no  later  than  May  15;  ADAMHA  is  currently  drafting 
their  plan  and  will  submit  their  draft  for  review  by  May  1. 
The  ADAMHA  plan  should  be  available  to  the  Committees  by 
June  1. 


PREVENTION 


Question.    Dr.  Mason,  the  president's  FY  1992  budget 
indicates  that  disease  prevention  is  a  high  priority  for  the 
Administration.    Would  you  please  outline  for  the  Subcommittee 
the  initiatives  in  the  budget  for  cancer  prevention? 

Answer.    The  National  Cancer  Institute  (NCI)  translates 
the  results  of  its  basic  and  clinical  research  into  the  means 
to  prevent  cancer,  to  find  efficient  and  effective  ways  to 
detect  the  disease  early  when  it  is  most  treatable,  and  to 
assure  that  the  public  and  professionals  alike  have  access  to 
the  knowledge  and  tools  that  can  reduce  the  burden  of  cancer. 

NCI's  objectives,  recently  incorporated  into  the 
Department  of  Health  and  Human  Services  prevention  objectives 
"Healthy  People/2000,"  call  for  significant  smoking  reduction 
to  less  than  half  the  level  of  1985,  a  decrease  in  dietary  fat 
to  30  percent  of  calories,  an  increase  in  dietary  fiber  to 
between  20  to  30  grams  per  day,  and  a  substantial  increase  in 
breast  and  cervical  cancer  screening. 

Descriptive  studies  by  NCI  staff  continue  to  examine  the 
characteristics  of  cancer  in  the  United  States,  with  emphasis 
on  geographic  patterns,  historical  trends,  and  sexual  and 
racial  disparities.        Investigations  have  been  undertaken  due 
to  concerns  about  cancer  risks  associated  with  indoor  and 
outdoor  air  pollution.    Esophageal  cancer  occurs  more  often 
among  Chinese-Americans  than  Caucasian  Americans.  Dietary 
factors  will  be  evaluated  in  Linxian,  China,  which  has  the 
world's  highest  rates  of  this  cancer. 

A  growing  body  of  epidemiologic,  basic  science  and 
clinical  trial  data  support  the  efficacy  and  merit  of 
chemoprevention  of  cancer.    Currently,  there  are  22  agents 
undergoing  clinical  testing,  250  agents  in  preclinical 
investigations  and  1,000  agents  under  study.     The  program  also 
includes  preclinical  studies  to  evaluate  the  toxicity  and 
safety  of  chemopreventive  agents  where  necessary.    A  number  of 
these  trials  are  intermediate  endpoint  studies  and  are  testing 
biological  and  biochemical  parameters  which  may  serve  as 
surrogate  markers  for  cancer  endpoints  in  chemoprevention 
trials. 
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Several  ongoing  trials  focus  upon  those  at  high  risk  for 
lung  cancer.     One  such  trial  has  been  initiated  to  determine 
whether  markers  of  early  lung  carcinoma  can  be  identified  and 
whether  beta-carotene  can  modify  either  their  frequency  and/or 
progression.     In  another  trial,  participants  will  receive  the 
vitamin  A  derivative  13-cis  retinoic  acid  or  a  placebo  and  be 
evaluated  for  decreases  in  bronchial  squamous 
metaplasia/dysplasia,  a  possible  precursor  lesion  of  lung 
cancer. 

Because  as  much  as  25  to  35  percent  of  cancer  mortality 
could  be  related  to  diet,  nutrition  studies  seek  to  establish 
an  association  between  dietary  intake  of  fiber,  micro-  and 
macronutrients ,  vitamins,  minerals  or  other  food  stuffs  and 
the  prevention  or  development  of  cancer. 

The  diet  and  cancer  studies  combine  the  results  of  the 
■  chemoprevention  studies  along  with  epidemiological  research  to 
test  the  role  of  the  diet  and  nutrition  interventions  in  the 
prevention  of  cancer.    A  number  of  intervention  studies  have 
been  initiated  in  three  broad  areas,  including  etiologic 
studies,  clinical  nutrition  studies,  and  prevention  trials. 
These  projects  represent  collaborative  efforts  in 
investigating  dietary,  nutritional,  and  constitutional  factors 
relating  to  cancer  prevention  and  involve  NCI  researchers  in 
the  United  States  and  abroad. 

The  NCI  has  designed  a  dietary  intervention  trial  to 
test  whether  a  low-fat  diet  can  reduce  the  incidence  of  breast 
and  other  cancers  as  well  as  mortality  from  all  causes.  Prior 
to  launching  this  trial,  the  NCI  will  conduct  a  feasibility 
study  to  test  the  methods  for  dietary  change  among  a  broad 
cross-section  of  the  American  population  including  minority 
populations,  as  well  as  those  less-educated,  and  the  poor. 
Primary  objectives  are  to  determine  whether  adoption  of  a  low- 
fat  dietary  pattern  will  reduce  breast  cancer  incidence, 
reduce  combined  breast  cancer  and  colo-rectal  cancer 
incidence,  and  reduce  mortality  from  all  causes  including 
coronary  heart  disease. 

State  and  local  health  departments  form  a  national 
infrastructure  through  which  cancer  prevention  and  control 
efforts  may  be  addressed.     Since  1987,  NCI  has  funded  21 
states  plus  Los  Angeles  County  and  the  District  of  Columbia  to 
build  their  cancer  control  capacity  or  utilize  existing  data 
resources  to  develop  a  state  cancer  plan  and  to  initiate 
interventions  based  on  that  plan.     In  addition,  NCI  staff  have 
provided  technical  assistance  in  such  areas  as  planning, 
program  development,  and  data  and  registry  improvement. 
Monthly  mailings  of  materials  related  to  cancer  prevention  and 
control  are  sent  to  each  of  the  50  state  health  departments 
and  the  District  of  Columbia.     In  addition,  NCI  staff 
collaborate  with  representatives  from  states  across  the 
country  to  produce  reports  for  guiding  public  health  agency 
activities,  and  for  developing  state  tobacco  prevention  and 
control  plans,  and  for  promoting  screening  mammography.  The 
resulting  reports  have  been  disseminated  to  key  cancer  control 
individuals  in  every  state. 

Results  from  intervention  research  trials  have  suggested 
that  community-based  and  sustained  programs  produce  larger, 
more  cost-effective  treatment  results.     Therefore,  in  1988, 
the  Community  Intervention  Trial  for  Smoking  Cessation 
(COMMIT)  began  the  evaluation  of  a  four-year  community-based 
intervention  protocol  integrating  all  previous  trial  results. 
Across  the  intervention  communities,  COMMIT  involves  more  than 
two  million  people  with  particular  emphasis  on  the  heavy 
smokers  (25  or  more  cigarettes  a  day)  due  to  their  greater 
cancer  risk  and  their  difficulty  in  quitting. 
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While  significant  progress  was  made  in  the  1980s  in 
tobacco  control,  the  major  reduction  in  tobacco  use  targeted 
by  both  NCI  and  the  Public  Health  Service  will  not  be  reached 
without  an  accelerated  effort.    Recognizing  this  need,  NCI  has 
initiated  the  American  Stop  Smoking  Intervention  Study  for 
Cancer  Prevention  (ASSIST).    ASSIST  is  a  large-scale 
demonstration  project  conducted  through  and  in  collaboration 
with  health  departments  serving  states  or  large  metropolitan 
areas,  and  with  the  American  Cancer  Society  (ACS).     In  each  of 
the  selected  states  or  large  metropolitan  areas,  comprehensive 
smoking  prevention  and  control  programs  are  planned  for 
implementation  in  1992  to  disseminate  the  best  available 
tobacco  control  technologies  currently  available.  The 
potential  impact  of  ASSIST  will  depend  upon  the  size  and 
number  of  award  sites.     The  upper  estimates  for  the  program 
are  that  up  to  97  million  Americans,  including  27  million 
smokers,  could  be  reached  by  ASSIST.     Up  to  20  sites  will  be 
funded  for  a  24  month  planning  period  beginning  in  July  of 
1991. 

The  reduction  of  disproportionately  high  cancer  death 
rates  found  in  minority  and  medically  underserved  groups 
continues  to  be  a  major  focus  of  the  NCI.     These  populations 
include  Black  Americans,  Hispanics,  and  Native  Americans 
(American  Indians,  Alaska  Natives  and  Native  Hawaiians)  as 
well  as  low- income  groups.     Lifestyle  factors  have  been 
hypothesized  by  experts  as  contributing  heavily  to  the 
disproportionate  rate  of  deaths  from  cancer  in  minority  and 
medically  underserved  populations.     Some  of  the  factors 
implicated  are  tobacco  use  --  both  smoking  and  smokeless  forms 
of  tobacco,  alcohol,  diets  high  in  fat  and  low  in  fiber, 
occupational  risks,  and  patterns  of  care  related  to  early 
detection,  diagnosis,  and  treatment.     It  is  important  to 
stress  that  many  of  the  issues  discussed  here  are  linked  to 
poverty  and  the  special  circumstances  posed  by  poverty-driven 
lifestyles . 

The  Community  Clinical  Oncology  Program  (CCOP)  is  a 
network  of  community  cancer  specialists,  primary  care 
physicians,  and  other  health  care  professionals  who  conduct 
both  clinical  treatment  research  and  cancer  prevention  and 
control  research  studies  in  the  areas  of  early  detection  and 
screening,  chemoprevention,  smoking,  patient  management, 
continuing  care,  and  rehabilitation. 

In  June  1990,  51  community  programs  in  29  states  were 
funded  through  the  CCOP  with  awards  varying  in  length  from 
three  to  five  years.     The  current  program  involves  over  three 
hundred  hospitals  and  2,100  physicians.     Approximately  5,000 
patients  per  year  are  entered  onto  treatment  clinical  trials 
through  the  CCOP  Program,  which  represents  about  one-third  of 
the  Phase  III  annual  accrual  to  NCI-approved  randomized 
clinical  trials.     In  addition,  the  CCOP  contributes 
substantially  to  the  NCI's  effort  to  increase  accrual  to  high 
priority  intervention  trials.     The  development  of  cancer 
prevention  and  control  research  in  the  CCOP  network  has  been 
increasing  steadily  since  funding  for  this  effort  was  begun  in 
1987,  with  approximately  7,000  patients / subjects  enrolled 
annually  in  cancer  prevention  and  control  studies. 

The  CCOP  includes  twelve  programs  with  greater  than 
50  percent  of  new  cancer  patients  from  minority  populations 
were  funded  for  three  years,  beginning  in  1990.     Through  this 
effort,  NCI  aims  to  meet  a  need  of  minority  cancer  patients 
and  individuals  at  risk  for  cancer  by  establishing  a  system  of 
oncology  programs  for  participation  in  research  trials  through 
the  NCI  network. 

Question.    What  have  we  learned  in  recent  years 
concerning  cancer  prevention? 
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Answer.    Much  has  been  learned  from  basic  and  clinical 
research  about  cancer  prevention  over  the  last  decade.  The 
research  and  application  program  initiated  by  the  NCI  has 
focussed  on  nutrition  as  both  a  cause  and  means  of  preventing 
and  controlling  cancer,  and  the  NCI  Chemoprevention  Program  is 
addressing  at  a  fundamental  level  the  role  of  chemical 
elements,  both  natural  and  synthesized,  in  the  prevention  of 
cancer.    Over  this  year  Dr.  Wayne  K.  Hong  reported  the  first 
definitive  chemoprevention  study  to  show  that  a  vitamin  A 
derivative  is  able  to  prevent  head  and  neck  cancers  in  high 
risk  persons.     In  addition,  we  heard  several  months  ago,  that 
a  study  of  dietary  fiber  has  shown  that  a  low-fat,  high-fiber 
diet  can  reduce  the  incidence  of  rectal  polyps  in  persons  with 
a  family  history  of  such  polyps.  These  are  but  the  first  of 
what  I  am  sure  will  be  a  plethora  of  results  from  the 
chemoprevention  and  diet  and  nutrition  studies. 

Using  its  Surveillance,  Epidemiology  and  End  Results 
(SEER)  database,  NCI's  Surveillance  Program  tracks  cancer 
Incidence  and  survival  rates  throughout  the  country  to 
identify  regions  where  progress  has  been  made  as  well  as  areas 
where  problems  remain.    This  tracking  system  provides  the 
information  necessary  for  program  planning  not  only  for  the 
Institute  but  for  the  Nation  as  a  whole. 

Equally  as  important,  SEER  has  proven  to  be  an  important 
tool  for  the  collection  and  analysis  of  data  specific  to 
minority  populations.    NCI  has  significantly  expanded  its 
efforts  and  improved  its  ability  to  monitor  cancer  incidence, 
mortality,  and  survival  among  Black  Americans,  Hispanics,  and 
rural  populations.     For  example,  the  1992  Cancer  Control 
Supplement  to  the  National  Health  Interview  Survey  (NHIS)  is 
an  additional  sampling  of  Hispanics.     These  data  will  provide 
a  more  precise  estimate  of  cancer  screening  knowledge  and 
practices,  dietary  intake,  smoking  habits  and  attitudes,  and 
medical  care  for  approximately  5,000  Hispanic  adults.  Coupled 
with  comparable  data  from  the  1987  NHIS  Cancer  Control 
Supplement,  the  Nation  will  have  information  with  which  to 
measure  change  in  the  prevalence  of  cancer  risk  factors  for 
this  population  subgroup. 

In  1985,  NCI  established  six  cancer  control  objectives. 
Their  purpose  was  to  define  those  activities  that--based  on 
current  knowledge --would  lead  to  significant  reductions  in  the 
morbidity  and  mortality  from  cancer.    Recently  these 
objectives  have  been  incorporated  into  the  Department  of 
Health  and  Human  Services  prevention  objectives  known  as 
"Healthy  People  2000." 

NCI's  objectives  call  for  significant  smoking  reduction 
to  less  than  half  the  level  of  1985,  a  decrease  in  dietary  fat 
to  30  percent  of  calories,  an  increase  in  dietary  fiber  to 
between  20  to  30  grams  per  day,  a  substantial  increase  in 
breast  and  cervical  cancer  screening,  and  an  increase  in  the 
use  of  state-of-the-art  treatment.    We  estimated  in  our  report 
that,  with  full  achievement  of  these  objectives,  mortality 
could  be  reduced  by  25  percent  and  by  50  percent  if  we 
increase  the  rate  of  progress  in  our  development  of  new 
treatments . 

In  1992,  through  the  National  Health  Interview  Survey 
conducted  by  the  National  Center  for  Health  Statistics,  under 
co-sponsorship  of  the  National  Cancer  Institute,  we  will 
obtain  national  estimates  of  smoking  rates,  dietary  patterns, 
and  screening  behavior.     From  these  figures  we  will  be  able  to 
gain  our  most  precise  assessment  of  progress  toward  the 
prevention  goals.     The  most  recent  National  Health  Interview 
Survey  that  stressed  cancer  control  was  conducted  in  1987. 
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In  1987  some  32  percent  of  males  smoked  as  did  27 
percent  of  females.     These  figures  were  down  significantly 
from  the  1965  figures  of  52  percent  for  males,  but  down  only  7 
percent  from  the  1965  figure  of  34  percent  for  females.  State 
trends  seem  to  indicate  that  the  smoking  figures  are 
continuing  to  drop,  and  in  1992  we  will  be  able  to  assess 
progress  from  a  national  sample.     Turning  to  breast  cancer 
screening,  we  believe  there  has  been  considerable  progress 
since  1987.     In  1987,  only  36  percent  of  women  over  40  had  had 
a  mammogram.     From  smaller  surveys  conducted  in  1989  and  1990, 
we  believe  that  figure  to  be  at  least  60  percent  today. 
Although  this  is  a  considerable  improvement,  we  need  to 
determine  whether  breast  cancer  screening  has  become  routine 
practice.     It  is  only  through  periodic  screening,  rigorously 
adhered  to,  that  we  can  hope  to  achieve  the  full  potential  of 
screening:     a  reduction  in  breast  cancer  mortality  rate  by  30 
percent.    Data  from  NCI's  cancer  database,  the  Surveillance, 
Epidemiology,  and  End  Results  Program,  strongly  suggests  that 
screening  for  cervical  cancer  is  continuing,  and 
correspondingly,  the  cervical  cancer  mortality  rates  are 
continuing  to  decline.     It  is  this  same  database  that  shows 
that  lung  cancer  incidence  rates  for  males  appear  to  be  on  the 
decline. 

Together  with  the  Centers  for  Disease  Control  and  the 
Food  and  Drug  Administration,  we  have  developed  a  National 
Plan  for  Breast  and  Cervical  Cancer  Screening  aimed  at 
achieving  the  breast  and  cervix  cancer  control  objectives. 
Representatives  from  state  and  local  government,  academe,  and 
a  variety  of  public  and  private  sector  agencies  participated 
in  two  national  meetings  held  to  assist  in  development  of  the 
plan. 

Directing  cancer  prevention  and  control  efforts  at  those 
who  suffer  most  or  disproportionately  from  cancer  is  a 
cornerstone  of  the  program.     The  National  Black  Leadership 
Initiative  on  Cancer  (NBLIC)  was  established  by  the  National 
Cancer  Advisory  Board  and  NCI  in  late  1987  and  is  a  continuing 
activity.    The  purpose  of  this  health  education  initiative  is 
to  solicit  the  assistance  of  Black  Americans  who  are  leaders 
in  the  business,  civic,  religious,  and  lay  communities  to 
develop  coalitions  to  promote  NCI's  cancer  prevention  and 
control  goals  and  to  stimulate  the  involvement  of  the  Black 
American  community  in  this  effort. 

Substantial  reductions  in  cancer  incidence  and  mortality 
can  be  achieved  with  preventive  technologies  currently 
available.    Where  we  see  the  least  improvement  in  cancer 
statistics  is  among  poor  and  minority  populations.  The 
challenge  now  posed  is  to  disseminate  the  available 
information  to  these  populations  by  culturally  relevant  means. 
To  meet  the  Healthy  People/2000  objectives,  it  is  essential 
that  we  transfer  the  results  of  research  as  fully  and  as 
expeditiously  as  possible.    Our  task  is  to  forge  partnerships 
with  other  Federal  agencies,  and  with  the  public  and  private 
sectors.     To  fully  effect  this  transfer,  NCI  has  developed  a 
number  of  approaches  keyed  to  particular  risk  factors, 
behaviors,  and  population  groups,  and  all  involving  the  broad 
public  and  private  sectors  who,  working  together,  will  help  to 
achieve  these  objectives. 

These  are  but  a  few  examples  of  NCI's  initiatives  aimed 
*  at  the  full  application  of  our  knowledge.     If  the  Nation  were 
to  quit  smoking  tomorrow,  fully  adopt  the  breast  and  cervical 
cancer  screening  guidelines,  reduce  fat  in  the  diet  to  30 
percent  of  calories,  increase  fiber  as  recommended,  and  fully 
apply  all  of  our  existing  knowledge  regarding  treatment,  we 
believe  that  we  would  see,  by  the  end  of  this  decade,  a 
significant  reduction  in  cancer  mortality.    Although  we  cannot 
achieve  the  needed  public  and  health  profession  behavior 
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changes  overnight  (it  has  taken  some  25  years  to  reduce  the 
prevalence  of  smoking  among  males  from  52  percent  to  32 
percent),  we  believe  the  Nation  can  reduce  its  cancer 
mortality. 


DISADVANTAGED  MINORITY  HEALTH  IMPR0Vi2ffiNT  ACT  OF  1990 


Question.    Dr.  Mason,  the  Disadvantaged  Minority  Health 
Improvement  Act  of  1990  was  passed  by  Congress  and  signed  by 
the  President  last  fall.    Does  the  President's  budget  for  FY 
92  recommend  funding  the  programs  authorized  under  the  Act? 

Answer.     The  Disadvantaged  Minority  Health  Improvement 
Act  of  1990  established  the  Office  of  Minority  Health  in 
statute  and  required  that  it  carry  out  specific  activities. 
The  FY  1992  request  for  the  OMH  includes  funding  for  these 
activities  authorized  by  the  law: 

o       Establishment  of  short  and  long-range  goals  and 

objectives  and  coordination  of  all  other  activities 
within  the  Department  related  to  disease 
prevention,  health  promotion,  service  delivery  and 
research  concerning  disadvantaged  and  minority 
individuals  ($400,000  for  monitoring  and 
implementing  the  Minority  Health  Strategic  Planning 
and  Coordination  Process). 

o       Interagency  agreements  with  other  agencies  of  the 
PHS  ($4,000,000  for  interagency  agreements). 

o       Establishment  of  a  national  minority  health 

resource  center  ($750,000  for  Office  of  Minority 
Health  Resource  Center). 

o       Support  of  research,  demonstrations  and  evaluations 
($600,000  non-AIDS  and  $400,000  AIDS  for  research, 
demonstrations,   studies  and  analyses). 

o       Coordination  of  efforts  to  promote  minority  health 
programs  and  policies  in  the  voluntary  and 
corporate  sectors  ($850,000  non-AIDS  and  $150,000 
AIDS  for  assistance  to  private  sector  groups). 

o       Development  of  health  information  and  health 

promotion  materials,  and  assistance  to  providers  of 
primary  health  care  and  preventive  health  services 
in  obtaining  the  assistance  of  bilingual  health 
professionals  and  other  bilingual  individuals 
($3,500,000  for  community  coalition  grants  and 
$2,500,000  for  AIDS  education/prevention  grants). 

The  Act  also  authorized  programs  administered  by  the  Health 
Resources  and  Services  Administration  (HRSA) .     The  FY  1992 
HRSA  budget  proposes  to  continue  these  programs  at  the  current 
services  level,  with  an  expansion  of  the  Health  Professions 
Student  Loan  Program. 


Agency  for  Health  Care  Policy  and  Research 

I  STATEMENT  OF  DR.  J.  JARRETT  CLINTON,  ACTING  ADMINISTRATOR 

I  ACCOMPANIED  BY  WILLARD  B.  EVANS,  JR.,  ACTING  DIRECTOR,  OF- 
'  FICE  OF  PLANNING  AND  RESOURCE  MANAGEMENT 

BUDGET  REQUEST 

f  Senator  Harkin.  Our  next  witness  is  Dr.  J.  Jarrett  Clinton,  Act- 
ing Administrator  of  the  Agency  for  Health  Care  Policy  and  Re- 
search [AHCPR].  This  agency  is  charged  with  conducting  research 
that  will  enable  us  to  enhance  the  quality  and  effectiveness  of 

I  health  care  services,  enhance  access  to  appropriate  health  services, 
and  disseminate  information  to  health  care  providers. 
AHCPR  conducts   medical  treatment  effectiveness  research, 

,  health  services  research,  rural  health  research,  and  technology  as- 

;  sessment. 

The  budgets  for  medical  treatment  effectiveness  research  have 
taken  big  leaps  over  the  past  3  years,  jumping  from  imder  $6  mil- 
lion in  1989  to  almost  $63  million  in  1991.  The  budget  request  for 
1992  breaks  this  pattern,  requesting  essentially  level  funding  for 
this  research.  This  is  one  area  that  I  am  very  interested  in,  and 

I  I  want  to  hear  the  agency's  plans  for  this  initiative  in  the  area  of 

j  medical  treatment  effectiveness  research. 

I  Dr.  Clinton  has  been  Acting  Administrator  since  its  creation. 
Again,  Dr.  Clinton,  we  welcome  you  to  the  subcommittee.  Your  full 
statement  will  be  made  a  part  of  the  record.  Please  proceed  with 

]  your  remarks. 

'  Dr.  CUNTON.  Thank  you,  Mr.  Chairman.  Our  written  presen- 
tation outlines  our  request  for  $122  million  for  the  coming  fiscal 
year,  about  a  6-percent  increase  over  the  prior  years,  and  provides 
considerable  detail  about  the  sources  of  financing  and  the  various 

!  aspects  of  that  program. 

I  In  my  opening  statement  this  morning  I  would  like  to  focus  on 
three  things  I  think  that  we  have  particularly  accomplished  in  the 
16  months  that  the  agency  has  been  in  existence. 

ACCOMPUSHMENTS 

First  of  all,  we  have  created  a  new  agency  within  the  family  of 
agencies  in  the  Public  Health  Service  and  become  the  eighth  in 
I  that  family.  We  have  brought  in  staff  from  basically  every  compo- 
j  nent  of  the  Public  Health  Service.  We  have  staff  transferred  from 
i  the  Health  Care  Financing  Administration,  from  GAO,  and  from 
;  the  Veterans  Administration.  We  bring  an  extraordinary  wealth  of 
I  experience  and  expertise  to  bear  on  me  issues  of  health  services 
i  and  health  systems  research. 

We  have  developed  procedures  and  accounting  systems  that  will 
serve  us  well  as  we  proceed  as  a  more  proactive  agency  in  the  fu- 
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ture.  The  National  Advisory  Council,  which  was  established  by  the 
legislation,  has  been  formed,  functional  statements  created,  and 
members  selected.  They  have  now  met  twice.  They  are  prominent 
individuals  in  the  field  of  health,  nursing,  allied  health  as  well  as 
health  services  research.  They  will  provide  a  strong  g^ding  hand 
in  the  work  that  we  undertake. 

Second,  we  have  catalyzed  several  new  programs.  Our  charge  to 
develop  an  effectiveness  and  outcomes  program  is  encapsulated  in 
what  we  call  the  Medical  Treatment  Effectiveness  Program.  We 
have  attached  two  diagrams  at  the  back  of  our  written  statement 
which  outline  briefly  the  interaction  between  data  development  and 
research  and  guidelines,  dissemination,  and  evaluation.  We  could 
comment  on  that  later  if  you  wish. 

In  addition,  we  have  brought  a  great  deal  of  energy  to  the  area 
of  primary  care.  This  has  been  accomplished  in  various  aspects  of 
our  agency  and  others  within  the  Public  Health  Service  but  we  be- 
lieve it  deserves  a  great  deal  more  attention  to  highlight  the  issues 
of  the  underserved,  access  to  care,  and  the  dynamics  that  go  on  be- 
tween patients  and  providers  at  the  primary  care  level  setting. 

Third,  we  have  energized  the  medical  liability  research  activities 
within  the  Department.  While  these  activities  have  been  there  in 
the  past,  the  new  authorization  allowed  us  to  take  them  into  our 
charge.  We  have  just  completed  a  workshop  conference  to  lay  out 
our  research  agenda  identifying  key  issues  that  we  need  to  invest 
in  to  imderstand  more  clearly  defensive  medicine,  alternative  tort 
reform  measures,  and  the  other  issues  that  compound  this  inter- 
action between  the  legal  system  and  today's  medical  system. 

Finally,  we  have  accomplished  an  extraordinary  degree  of  col- 
laboration. In  the  first  instance,  we  have  done  that  collaboratively 
with  components  of  the  Public  Health  Service.  Our  funds  are  trans- 
ferred to  other  PHS  agencies  to  accomplish  actions  within  the  Med- 
ical Treatment  Effectiveness  Program. 

We  have  renewed  relationships  with  the  Health  Care  Financing 
Administration  and  made  significant  transfers  of  funds  to  accom- 
plish needed  data  development  activities  to  accomplish  our  effec- 
tiveness and  outcomes  agenda. 

We  have  transferred  money  to  the  Health  Resources  and  Services 
Administration  and  the  Centers  for  Disease  Control,  to  accomplish 
activities  in  which  they  have  special  expertise,  consistent  with  the 
overall  concepts  of  the  Medical  Treatment  Effectiveness  Program. 

In  the  private  sector  we  have  accomplished  a  great  deal.  We  have 
worked  with  the  majority  of  major  medical  societies  imder  the  um- 
brella of  the  American  Medical  Association  and  with  more  than  40 
groups  under  the  American  Nursing  Association.  We  have  brought 
in  the  allied  health  professionals  into  our  set  of  activities  for  the 
first  time  both  in  terms  of  guideline  development  as  well  as  re- 
search. 

PREPARED  STATEMENT 

We  are,  then,  the  Department's  focal  point  for  health  systems  re- 
search and  health  services  research.  In  its  first  16  months  we  have 
both  laid  the  groundwork  and  accomplished  a  significant  amount  of 
activity.  We  believe  it  will  contribute  to  an  improved  quality  health 
care  system. 
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We  will  be  glad  to  respond  to  the  questions  you  might  have,  Mr. 
Chairman. 
[The  statement  follows:] 


i 
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STATEMENT  OF  DR.  J.  JARRETT  CLINTON 

Mr.   Chairman  and  Members  of  the  Committee: 

I  am  pleased  to  appear  before  you  today  to  discuss  the  Fiscal  Year 
1992  budget  request  for  the  Agency  for  Health  Care  Policy  and 
Research. 

The  Agency  for  Health  Care  Policy  and  Research  was  created  in 
December  1989  with  enactment  of  the  Omnibus  Budget  Reconciliation  Act 
of  1989  (Public  Law  101-239).     Its  purpose  is  to  enhance  the  quality, 
appropriateness,  and  effectiveness  of  health  care  services  and  to 
improve  access  to  that  care.     The  Agency  is  the  Federal  Government's 
focal  point  for  medical  effectiveness  and  health  services  research, 
expanding  on  the  work  of  its  predecessor  organization,  the  National 
Center  for  Health  Services  Research  and  Health  Care  Technology 
Assessment  (NCHSR) . 

In  carrying  out  the  general  duties  of  Title  IX  of  the  Public  Health 
Service  Act,  the  AHCPR  is  responsible  for: 

o  Developing  a  broad  base  of  scientific  research,  methods, 

and  data  bases.     This  is  done  through  funding  extramural 
research  grants,  research  contracts  and  by  supporting 
intramural  research  activities. 

o  Demonstrating  and  evaluating  new  ways  to  organize, 

finance,  and  direct  health  care  services  to  improve  the 
delivery,  quality,  access  to,  and  outcomes  of  such 

/  services . 

o  Facilitating  the  development  of  clinically  relevant 

guidelines  for  specific  conditions  and  treatments  and 
development  of  standardized  measurements  of  quality  care 
for  use  by  physicians,  nurses,  allied  health 
professionals,  other  health  care  practitioners,  health 
educators  and  health  care  consumers. 

o  Assessing  technologies  being  considered  for  reimbursement 

by  Federally- funded  programs. 

o  Promoting  the  utilization  of  health  services  research 

findings  and  clinical  guidelines  through  a  systematic  and 
broad-based  program  of  information  dissemination. 

The  Agency  for  Health  Care  Policy  and  Research  is  the  newest  agency 
of  the  Public  Health  Service  yet  it  is  built  on  a  solid  foundation. 
Over  the  last  two  decades,   its  predecessor,  the  NCHSR,  supported 
research  that  has  had  a  major  effect  on  our  health  care  system  and  on 
Federal  policies.     Many  facets  of  today's  health  care  system  are 
structured  and  operate  as  a  result  of  knowledge  obtained  from 
research  sponsored  by  this  organization.     For  example,  our  research 
provided  the  foundation  for  the  Medicare  DRG  payment  system  and  the 
Rural  Health  Clinics  Act.     The  breadth  and  scope  of  past  research 
activities  have  positioned  the  Agency  to  move  quickly  and  effectively 
in  the  new  directions  mandated  by  Congress  and  those  identified  by 
the  Secretary  of  the  Department  of  Health  and  Human  Services  in  his 
FY  1991 -FY  1992  Program  Directions. 
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The  Fiscal  Year  (FY)  1992  budget  request  for  the  Agency  for  Health 
Care  Policy  and  Research  is  $122,000,000  in  total  obligations.  This 
represents  an  increase  of  $7  million  or  6  percent  over  1991 
obligations.     The  Agency's  FY  1992  budget  request  is  comprised  of  the 
following  sources  of  funds:     an  appropriation  from  the  general  funds 
of  the  Treasury  of  $34,283,000;  an  appropriation  from  the  Medicare 
Trust  Funds,  pursuant  to  Section  llA2(i)  of  the  Social  Security  Act,  . 
of  $36,723,000;  reimbursement  from  the  Medicare  Trust  Funds  for 
health  care  technology  assessment,  $1,050,000;  and  40  percent  of  the 
maximum  amount  authorized  for  evaluations  under  section  2611  of  the 
Public  Health  Service  Act,  pursuant  to  section  926(b)  of  said  Act, 
,    estimated  to  be  $49,944,000. 

General  Health  Services  Research  and  Health  Care  Technology 
Agggggmgnt; 

|;    The  budget  request  for  general  health  services  research  and  health 
i    care  technology  assessment  is  $56,723,000  in  1992.     This  includes 
f    $16,129,000  in  budget  authority,  $1,050,000  to  be  transferred  from 
the  Medicare  Trust  Funds,  and  an  additional  $39,544,000  from  PHS  1% 
evaluation  funds  to  be  allocated  for  evaluative  research  under  this 
program.     The  1992  request  includes  an  increase  of  $6,591,000,  or 
13%,  over  the  FY  1991  level  of  $50,132,000. 

i|    The  1992  request  will  provide  for  continued  support  of  research  on  b. 
I    health  care  services  and  on  the  systems  for  the  delivery  of  such 
•     services  and  the  dissemination  of  information  derived  from  such 
research.     Specific  research  addresses  such  areas  as  health  care 
services  in  rural  areas,  clinical  practice,  health  care  technologies, 
health  care  costs,  managed  care,   long-term  care,  health  services 
delivery  for  minorities  and  the  disadvantaged,  and  medical  liability. 

The  1992  budget  request  for  general  health  services  research  and 
technology  assessment  includes  $10,800,000  for  health  services 
research  on  HIV/AIDS  related  illnesses.  This  is  an  increase  of 
$548,000  over  1991.     The  Agency  will  convene  a  panel  in 

I    FY  1991 -FY  1992  to  develop  HIV  clinical  guidelines.     Also,  the  Agency 

I     will  continue  support  of  its  AIDS  Cost  and  Service  Utilization  Survey 
(ACSUS)  to  assess  the  health  resource  utilization  of  both  the 

1    symptomatic  and  asymptomatic  population.     The  Agency  will  support  new 
research  to  study  the  availability,  cost,  and  utilization  of  services 

j    for  different  HIV  risk  groups,  populations,  geographic  areas,  and 

I    stages  of  illness  and  treatment  modalities. 

i    As  provided  by  section  926(b)  of  the  Public  Health  Service  Act, 
$39,544,000  is  included  for  evaluative  research  in  general  health 
services  and  technology  assessment  in  1992.     Of  these  funds, 
|l    $26,100,000  will  support  research  in  priority  areas  including  such 
issues  as  medical  liability  and  primary  care.     Activities  under  the 

i    broad  topic  of  primary  care  include  the  delivery  of  health  services 
'I    to  minorities  and  the  disadvantaged,  rural  health  research,  infant 
mortality,  health  promotion  and  disease  prevention.     The  remaining 
$13,444,000  from  1%  evaluation  funds  will  continue  support  for  the 
National  Medical  Expenditure  Survey  and  the  Provider  Studies  Program. 

I    The  1992  budget  request  includes  transferring  $1,050,000  from  the 
i!    Medicare  Trust  Funds,  for  health  care  technology  assessment 

activities  undertaken  at  the  request  of  the  Health  Care  Financing 
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Administration.     This  is  an  increase  of  $38,000  over  the  1991  level 
of  $1,012,000. 

Medical  Treatment  Effectiveness: 

The  budget  request  includes  $62,947,000  for  the  Medical  Treatment 
Effectiveness  Program.     This  request  will  enable  the  Agency  to 
maintain  the  FY  1991  level  of  effort  for  this  program.     Of  the 
$62,947,000  requested,  $36,723,000  will  be  appropriated  from  the 
Medicare  Trust  Funds;  $15,824,000  will  come  from  the  general  fund  of 
the  Treasury;  and  an  additional  $10,400,000  from  PHS  1%  evaluation 
funds  will  be  allocated  for  evaluative  research  under  this  program. 

The  Medical  Treatment  Effectiveness  Program  is  a  continuing  high 
priority  to  improve  the  effectiveness  and  appropriateness  of  health 
care  services  and  procedures  through  a  better  understanding  of  the 
effects  of  health  care  practices  on  patient  outcomes.     The  ultimate 
goal  of  the  program  is  to  provide  information  to  patients  and 
practitioners  that  will  improve  the  health  of  our  population  and 
optimize  utilization  of  scarce  health  care  resources.     This  is  a 
Departmental  program  which  involves  formal  collaboration  with  other 
agencies  of  the  Public  Health  Service  and  the  Health  Care  Financing 
Administration.     Major  components  of  the  program  are  outcomes 
research  and  data  development,  guidelines  development,  and 
dissemination  and  assimilation  of  findings. 

More  specifically,  the  program  supports  the  development  of  scientific 
knowledge  about  patient  outcomes  through  the  development  of 
methodologies  to  support  outcomes  research;  the  development  and 
supplementation  of  databases  to  support  outcomes  research;  the 
support  and  conduct  of  outcomes  research;  the  dissemination  of 
information  derived  from  outcomes  research;  and  the  development  and 
periodic  review  and  updating  of  clinically  relevant  guidelines, 
standards,  performance  measures  and  review  criteria. 

The  $62,947,000  requested  for  this  important  initiative  will  continue 
the  momentum  given  to  the  program  in  1991.     For  example,   in  FY  1992 
the  AHCPR  will  continue  to  support  Patient  Outcome  Research  Teams 
(PORTS).     These  multidisciplinary  teams  identify  and  analyze  the 
outcomes  and  costs  of  alternative  practice  patterns  for  a  specific 
condition;  determine  the  best  strategy  for  treatment  or  clinical 
management  of  this  condition;  and  develop  and  test  methods  for 
reducing  inappropriate  variations  in  practice  patterns.     They  also 
evaluate  the  effects  of  disseminating  the  findings  and  recommending 
changes  to  these  practice  patters.     In  1991,  PORTS  are  addressing  the 
following  issues: 

myocardial  infarction  -     benign  prostatic  hypertrophy 

cataracts  -     chronic  ischemic  heart  disease 

low  back  pain  -  pneumonia 

total  knee  replacement  -     biliary  tract  disease 

hip  fracture  -  diabetes 

^  -     use  of  cesarean  section 

Also,  in  FY  1992  AHCPR  will  continue  to  facilitate  and  develop 
clinical  guidelines.     Currently  seven  panels  have  been  convened  by 
AHCPR  to  develop  guidelines  for: 
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Visual  impairment  due  to  cataracts  in  the  aging  eye 
Diagnosis  and  treatment  of  benign  prostatic  hyperplasia 
Pain  Management 

Diagnosis  and  treatment  of  depressed  outpatients  in  primary 
care  settings 

Delivery  of  comprehensive  care  in  sickle  cell  disease 

Prediction,  prevention,  and  early  treatment  of  pressure  sores 
in  adults 

Urinary  incontinence  in  the  adult 

In  addition,  in  FY  1991  the  AHCPR  will  constitute  a  panel  on  HIV 
clinical  guideline  development. 

Program  Support: 

The  FY  1992  budget  request  includes  $2,330,000  for  Program  Support. 
This  request  will  support  the  overall  direction  and  management  of  the 
Agency  for  Health  Care  Policy  and  Research.     This  includes  the 
formulation  of  policies  and  program  objectives  for  the  Agency; 
program  planning  and  evaluation;  grants  and  contracts  management; 
resource  management;  and  administrative  management  and  services 
activities. 

Mr.  Chairman  and  Members  of  the  Committee,  I  will  be  pleased  to 
answer  any  questions  you  may  have  on  the  specifics  of  this  budget 
request . 

FISCAL  YEAR  1992  FUNDING  LEVEL  REQUEST 

Senator  Harkin.  Dr.  Clinton,  I  have  really  two  questions  that  I 
want  to  discuss  vnth  you,  and  then  the  rest  we  will  submit  for  the 
record. 

First,  on  the  medical  treatment  effectiveness,  the  outcomes  re- 
search level  funding  from  last  year,  is  this  adequate  to  really  keep 
up  with  the  medical  treatment  effectiveness  research?  We  have  had 
a  couple  of  years  of  big  increases,  and  now  it  has  leveled  off.  Why 
have  we  leveled  that  off?  Why  has  your  request  leveled  off  there? 

Dr.  Cunton.  I  think  the  constrained  resources  for  all  of  us  re- 
quires us  to  make  several  difficult  decisions.  While  the  Medical 
Treatment  Effectiveness  Program  was  certainly  part  of  the  energy 
and  creation  of  the  new  agency,  we  became  concerned  that  it  was 
overshadowing  the  important  fundamental  health  systems  and 
health  services  research  that  is  also  under  the  jurisdiction  of  the 
Agency  for  Health  Care  Policy  and  Research. 

Our  primary  objective  this  year  in  presenting  a  budget  within 
those  constraints  was  to  bring  a  rebalance  to  the  general  health 
services  research  program.  That  had  to  be  at  some  expense  within 
our  total  agency  budget,  and  we  chose  then  to  raise  general  health 
services  research,  holding  the  Medical  Treatment  Effectiveness 
Program  at  approximately  last  year's  level. 
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I  think  the  magnitude  of  work  underway  can  without  any  ques- 
tion be  sustained  with  that  level  of  funding.  It  will  make  it  not  as 
vigorous  in  growth  as  it  was  in  the  first  year,  but  that  is  to  be  im- 
derstood.  We  are  trying  to  accomplish  a  balanced  program  within 
the  agency  rather  than  focus  on  simply  one  component  of  the  agen- 
c/s  required  work. 

NONTRADinONAL  HEALTH  CARE 

Senator  Harkin.  Second  and  last  question,  you  talked  about  in- 
vestigating and  researching  alternate  methods  and  means  of  medi- 
cal delivery  services,  using  different  methods  of  delivering  services. 
Let  me  ask  you  a  more  fundamental  question. 

When  are  we  going  to  investigate  nontraditional  methods  of  med- 
ical treatment?  You  have  a  big  budget  here  for  $122  million,  of 
which  the  total  for  health  services,  research,  and  technology  assess- 
ment is  $56.7  million. 

What  are  we  doing?  Are  you  doing  anything  to  investigate  non- 
traditional  medical  treatments? 

Dr.  Clinton.  Could  you  give  an  example  of  what  you  mean  by 
nontraditional  health  care? 

Senator  Harkin.  Sure.  Different  forms  of  treating  cancer,  for  ex- 
ample; different  methods  for  Lyme  disease  is  another  one.  I  am 
thinking  back  many  years  ago  when  acupuncture  was  looked  upon 
as  voodoo  medicine,  and  we  found  out  it  actually  worked.  I  think 
it  is,  if  not  widely,  at  least  somewhat  widely  used  in  the  United 
States  and  other  countries  around  the  world. 

There  are  many  reports  from  different  areas  that  I  have  read. 
People  have  talked  to  me  about  how  they  have  taken  a  different 
approach  to  perhaps  curing  Lyme  disease  or  cancer  or  other  things. 
They  have  said  that  it  works.  I  find  that  there  seems  to  be  a  reti- 
cence on  the  part  of  the  medical  community  to  not  only  accept  but 
to  at  least  objectively  look  at  these.  It  is  sort  of  considered,  well, 
quackery.  The  medical  community  treats  cancer  this  way,  and  that 
way  is  quackery. 

I  am  wondering  if  you  are  looking  at  some  of  these.  I  mean  you 
know  as  well  as  I  do  that  there  are  a  lot  of  different  approaches 
that  people  are  taking. 

Dr.  Clinton.  I  understand  what  you  mean  now. 

Senator  Harkin.  I  read  a  book  a  couple  of  years  ago  about  an 
individual  in  Pennsylvania  who  had  cancer  who  was  told  he  had 
not  much  of  a  chance  and  decided  to  take  matters  into  his  own 
hands.  He  was  not  a  doctor,  but  he  was  involved  in  health  care. 
He  decided  to  treat  it  differently.  His  was  a  completely  different 
approach,  and  yet  he  is  alive  and  well  today  and  cured  of  cancer. 

What  is  being  done  to  really  look  into  these  to  see  if  there  is  any- 
thing there  ramer  than  just  dismissing  it  as  a  quirk,  something 
that  is  unexplainable  and  that  type  of  thing? 

Dr.  Clinton.  There  are  two  aspects  to  that,  Mr.  Chairman.  First 
of  all,  any  investigator  in  the  United  States  who  wants  to  propose 
a  scientific  study  about  what  works  in  medicine  can  submit  that 
application  to  the  Public  Health  Service.  That  is  translated  pre- 
dominantly to  the  grants  receival  system  of  the  National  Institutes 
of  Health. 
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Our  proposals  all  go  to  that  same  institution  in  which  they  are 
divided  up  and  sent  to  us  if  they  deal  with  health  systems  issues 
and  they  go  to  NIH  Institutes  if  it  is  more  appropriate  to  the  work 
under  tneir  jurisdiction. 

The  issue  of  efficacy  which  is  what  you  are  talking  about— would 
an  alternative  plant-derived  substance  or  would  an  alternative 
treatment  proviaed  by  a  certain  kind  of  practitioner  work  better — 
is  generally  the  work  that  NIH  undertakes.  They  look  at  the  effi- 
cacy of  a  particular  treatment.  Does  it  work  under  a  controlled  en- 
vironment? 

It  is  only  after  it  has  been  identified  that  there  is  a  reasonable 
science  of  efficacy  in  the  controlled  environment  that  we  look 
among  all  the  different  options  of  what  works  best  in  the  environ- 
ment of  America  in  general.  What  works  best  in  rural  health  hos- 
pitals? What  works  best  in  urban  centers?  What  works  best  for  the 

feneral  practitioners,  for  specialized  practitioners?  What  works 
est  with  regard  to  certain  technologies? 

So,  it  is  unlikely  that  the  proposal  that  you  describe  would  be 
sent  our  way  unless  they  had  called  us  and  talked  about  it. 

We  have  tried  to  keep  an  open  eye  to  groups  who  allege  that  they 
have  not  been  given  fair  access  to  Public  Health  Service  grants; 
chiropractic  is  an  example.  We  have  worked  hard  to  get  chiroprac- 
tic involved  with  our  low  back  pain  activity  and  with  other  places 
where  they  might  make  a  contribution. 

We  have  worked  hard  to  be  sure  that  allied  health  is  more  appro- 
priately involved  in  both  outcomes  research  and  guideline  work. 
These  are  groups  that  certainly  are  not  nontraditional.  They  are  li- 
censed to  practice  in  these  United  States,  but  we  think  that  they 
have  been  excluded  from  even  looking  at  what  works  best  within 
what  is  already  known  to  be  efficacious. 

No;  we  have  not  received  proposals  nor  talked  with  anyone  about 
herbalists,  holistic  medicine,  and  many  of  the  nontraditional  issues 
you  talk  about. 

REVIEW  OF  ALTERNATIVE  PROPOSALS 

Senator  Harkin.  Do  you  think  these  alternative  proposals  will 
get  a  fair  hearing? 

Dr.  Clinton.  1  think  they  probably  lack  scientific  soundness  in 
their  approach.  If  they  would  work  with  the  scientific  community 
to  insure  that  their  epidemiology  and  biostatistics  are  correct,  they 
would  probably  have  a  greater  chance  of  a  reasonable  score  and, 
therefore,  an  award. 

I  am  sure  that  there  are  biases  against  them.  That  would  be  a 
difficult  challenge.  I  think  we  would  have  to  gather  a  number  of 
them  together,  think  through  what  they  are  trying  to  propose,  look 
'  at  the  scientific  merits  of  it,  and  the  way  they  are  going  to  examine 
!    the  question. 

If  the  scientific  approach  in  examining  the  question  is  flawed, 
,  then  there  is  no  purpose  in  investigating  it  further.  I  think  that 
I  would  be  the  fundamental  requirement  required  of  a  study  section 
i  either  at  NIH  or  a  study  section  under  our  jurisdiction. 
'  If  there  were  a  group  that  wanted  to  pursue  that,  we  would  be 
delighted  to  do  so.  As  you  know  and  as  your  staff  are  aware,  we 
have  worked  hard  at  providing  technical  assistance  to  groups  that 
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do  not  have  much  experience  in  submitting  grants  and  proposals 
to  the  Public  Health  Service.  If  you  believe  it  is  warranted  and 
there  is  a  group  that  would  like  to  talk  about  it,  we  would  certainly 
welcome  them. 

Senator  Hakkin.  I  might  follow  up  with  you  outside  of  the  hear- 
ing room  here  to  see  how  we  might  do  this. 

Dr.  Clinton.  That  would  be  fine.  We  should  talk  about  it. 

Senator  Harkin.  I  am  interested  in  finding  out  some  way  of  mov- 
ing ahead  in  that  direction,  again  just  to  give  them  a  fair  hearing 
and  see  what  the  scientific  basis  is  and  see  if  we  can  set  up  struc- 
tures by  which  we  can  

Dr.  Clinton.  I  think  they  deserve  to  have  it. 

Senator  Harkin.  To  see  whether  or  not  it  is  logical.  I  do  not 
know. 

Dr.  Clinton.  We  will  be  pleased  to  respond. 

questions  submitted  by  the  subcommittee 

Senator  Harkin.  I  will  follow  up.  We  will  talk  about  this  later 
on.  I 

Dr.  Clinton,  thank  you  very  much  for  being  here  and  for  your 
testimony.  We  have  some  questions  for  the  record,  but  in  the  inter- 
est of  time  we  will  have  to  submit  those  in  writing. 

Dr.  Clinton.  Fine.  Thank  you. 

Senator  Harkin.  Thank  you. 

[The  following  questions  were  not  asked  at  the  hearing,  but  were  j 
submitted  to  the  Department  for  response  subsequent  to  the  hear- 
ing:] 
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QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

WOMEN  IN  RESEARCH 

Question.     Dr.  Clinton,  you  and  your  agency  should  be 
commended  for  your  efforts  to  make  the  research  you  conduct 
relevant  to  a  lot  of  people  who  have  been  neglected  too  often  in 
this  area.     Your  work  with  rural  and  minority  providers  and 
populations  is  very  important. 

There's  one  other  group  I  want  to  ask  you  about  --   it's  a 
big  group:     women.     NIH  and  ADAMHA  have  come  under  fire  recently 
because  so  much  of  their  research  is  neither  conducted  by  or  about 
women.     Billions  of  dollars  later,  we  have  a  serious  gender  gap  in 
our  research  base. 

How  is  AHCPR  addressing  this  situation? 

Answer.     In  FY  1990,  44%  of  the  new  grants  funded  by  the 
Agency  for  Health  Care  Policy  and  Research  (AHCPR)  were  awarded  to 
female  principal  investigators.     We  expect  this  trend  to  continue 
in  FY  1991  and  FY  1992. 

Currently,  the  AHCPR  has  several  activities  underway 
designed  to  address  the  gender  gap  in  our  research  base: 

•  We  will  require  through  regulations  and  our  grant 
announcements  that  research  proposals  must,  as  appropriate, 
include  women  in  their  study  populations  and  address 
variances  in  outcomes  by  gender.     This  is  consistent  with 
the  policies  adopted  by  NIH  and  ADAMHA.     For  example, 
research  dealing  with  cardiovascular  diseases  would  be 
expected  to  have  adequate  numbers  of  females  in  the  study 
design;  on  the  other  hand,  research  on  prostate  cancer  would 
not . 

•  Several  recent ly- funded  large-scale  Patient  Outcome  Research 
Team  (PORT)  projects  address  issues  of  particular  concern  to 
women.     One  is  examining  childbirth  issues,  including 
decisions  regarding  the  use  of  cesarean  sections,  and 
another  is  examining  the  treatment  of  gallbladder  disease,  a 
major  health  problem  in  older  women.     A  third  PORT  is 
studying  hip  fracture  repair  and  osteoarthritis. 

•  AHCPR  is  actively  involved  in  the  Secretary's  Action  Plan  on 
Women's  Health.     Specifically,  AHCPR  is  committed  to  the 
following  goals  included  in  that  plan: 

Ensuring  that  AHCPR' s  program  of  health  services 
research  addresses  major  issues  in  women's  health.  To 
achieve  this  goal,  the  Agency  will  compile  an 
inventory  of  all  current  research  addressing  how  women 
are  covered  in  that  research,  and  include  a  discussion 
of  the  PHS  policy  on  the  inclusion  of  women  in 
research  studies  in  all  new  program  solicitations  and 
grant  materials. 
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Conducting  research  to  improve  the  access  to  care  and 
quality  of  care  provided  to  women  with  AIDS/HIV- 
related  illnesses.     Women  will  be  included  in  a  major 
AHCPR  survey  examining  health  care  services 
utilization,  financing,  barriers  to  care,  functional 
status,  and  quality  of  care. 

Supporting  the  development  and  dissemination  of 
clinical  guidelines  for  HIV  infection  that  are 
sensitive  to  the  unique  needs  of  women. 

--        Funding  research  intended  to  improve  access  to  health 
services  among  minority  and  low- income  women  and  women 

^  with  disabilities.     Currently,  AHCPR  is  developing 

plans  for  the  third  National  Medical  Expenditures 
Survey  (NMES)  that  will  provide  extensive  data  on  the 
health  care  needs  of  these  women.     In  addition,  AHCPR 
will  fund  investigator- initiated  and  targeted 
4r     extramural  research  in  this  area. 

AIDS  TREATMENT 

Question.     The  cost  per  case  for  treating  AIDS  victims 
appears  to  vary  enormously  from  one  locality  to  another.  Given 
that  this  epidemic  is  spreading  rapidly  among  certain  populations, 
and  we  can  expect  treatment  costs  to  rise  accordingly,  I'd  like  to 
know  about  AHCPR' s  work  in  this  area. 

What  can  you  tell  us  about  preventive  measures  and 

effective,   lower-cost  treatments  for  AIDS  --  are  there  methods 

being  used  in  San  Francisco,  for  example,  that  the  people  in 
Jersey  City  ought  to  know  about? 

Answer.     Across  most  studies,  the  lifetime  cost  of  treating 
AIDS  among  adults  ranges  from  $40,000  to  $90,000.    Various  factors 
account  for  these  differences,  ranging  from  regional  variations  in 
expertise  and  availability  of  formal  and  informal  community-based 
options,  to  population  differences  in  severity  of  illness  and 
barriers  to  care,  the  use  of  costly  pharmaceuticals  to  treat 
existing  complications  of  HIV,  and  the  availability  of  primary  and 
secondary  prophylactic  treatment  against  opportunistic  infections 
that  ward  off  expensive  hospitalizations. 

Earlier  research  frequently  found  lower  medical  care  costs 
on  the  West  Coast,  due  largely  to  expertise  in  managing  the 
illness  and  the  availability  of  more  efficient  outpatient 
community-based  options  for  care.    However,  current  findings  are 
pointing  to  a  narrowing  of  these  differences  perhaps  due  to  the 
widespread  use  of  expensive  pharmaceutical  interventions  by 
homosexual/bisexual  men  on  the  West  Coast,  which  may  not  be  as 
readily  available  to  other  risk  groups  largely  concentrated  on  the 
East  Coast. 

As  part  of  its  AIDS  Medical  Care  Effectiveness  Program,  the 
AHCPR  is  conducting  the  AIDS  Cost  and  Service  Utilization  Survey 
(ACSUS).     This  survey  will  collect  longitudinal,  prospective 
patient  interview  data,  as  well  as  medical  and  billing  record 
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data,  from  2,000  HIV  patients  recruited  across  more  than  20 
provider  sites  in  10  urban  regions  for  a  period  of  18  months.  A 
separate  sample  of  400  children  also  will  be  followed. 

The  survey  is  being  fielded  at  the  end  of  March  1991  and 
preliminary  results  addressing  some  of  the  medical  care  resource 
utilization  issues  noted  above  will  be  available  by  the  beginning 
of  1992.     In  addition,  several  other  investigator  -  initiated  large- 
scale  studies  of  resource  utilization  are  underway  which  will 
provide  detailed  information  on  factors  influencing  population 
differences  in  the  cost  of  medical  care  for  HIV. 

Question,     Tell  us  about  your  agency's  development  of 
clinical  practice  guidelines  for  AIDS  treatment,  and  how  the 
information  will  be  disseminated  to  providers. 

Answer.     The  Agency  for  Health  Care  Policy  and  Research 
(AHCPR)  has  initiated  a  project  to  develop  clinical  practice 
guidelines  for  HIV/AIDS.     These  guidelines  will  be  developed  by  a 
panel  of  clinical  experts  and  health  care  consumers  for  use  by 
physicians,  educators,  and  other  health  care  practitioners  to 
assist  in  determining  how  HIV-related  diseases,  disorders,  and 
other  health  conditions  can  most  effectively  and  appropriately  be 
diagnosed,   treated,  and  managed  clinically.     A  panel  chair  and  co-, 
chair  have  been  appointed  and  will  meet  at  the  end  of  March  to 
select  the  remaining  members  of  the  panel  from  all  nominations 
received.     Also,  at  least  two  subpanels  will  be  constituted;  one 
which  will  focus  on  pediatric  HIV  and  one  on  women  with  HIV.  The 
first  meeting  of  the  main  panel  will  take  place  in  June  1991. 

As  the  initial  set  of  clinical  practice  guidelines  are 
completed,  AHCPR  will  promote  and  support  their  dissemination  to 
practitioners  and  other  users,  beginning  in  the  Fall  1992. 
Organizations  of  health  care  practitioners,  health  care  consumers, 
peer  review  organizations,  accrediting  bodies,  academic  medical 
centers,  medical  educators,   researchers,  payers,  and  other 
appropriate  groups  will  be  encouraged  and  energized  to  disseminate 
the  guidelines  to  their  members  and  constituents.  These 
promotional  efforts  will  be  facilitated  by  presenting  the 
guidelines  in  print,  through  other  media,  and  in  formats  that 
readily  can  be  understood  and  implemented  by  various  users. 
Guidelines  will  be  made  available  through  medical  libraries  and 
indexing  services  including  the  National  Library  of  Medicine  and 
its  outreach  systems.     It  is  anticipated  that  continual  updating 
of  the  guidelines  will  take  place.     Also,  AHCPR  will  evaluate  the 
success  of  its  dissemination  efforts,  including  the  effects  on 
clinical  practice  and  patient  outcomes. 

BREAST  CANCER 

Question.     I  understand  that  AHCPR  may  be  doing  work  in  the 
future  on  breast  cancer.     This  is  an  area  of  particular  interest 
to  me,  as  the  sponsor  of  legislation  expanding  Medicare  coverage 
of  breast  cancer  screening.     Just  two  weeks  ago,  I  introduced  a 
bill  to  expand  that  coverage  to  women  ages  50  -  64. 

What  would  a  MEDTEP  study  of  breast  cancer  actually  study: 
would  the  research  investigate  only  treatments,  or  is  it 
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appropriate  also  to  study  prevention  and  how  to  increase  efforts 
at  early  detection? 

Answer.     Breast  cancer  is  among  the  conditions  identified  by 
the  Institute  of  Medicine  and  the  Agency  for  Health  Care  Policy 
and  Research  (AHCPR)  as  a  priority  for  study  under  MEDTEP. 
However,  from  our  discussions  with  the  National  Cancer  Institute 
(NCI),  we  believe  that  NCI  is  in  a  better  position  to  explore 
better  techniques  for  treating  breast  cancer.     We  do  expect  to 
contribute  to  this  important  issue  by  facilitating  the  development 
of  guidelines  to  ensure  the  quality  of  mammograms.     This  work 
would  be  undertaken  with  the  full  collaboration  of  the  Food  and 
Drug  Administration,  the  National  Cancer  Institute,  and  the 
Centers  for  Disease  Control. 

Question.     Breast  cancer  is  a  perfect  example  of  a  condition 
whose  treatment  is  enhanced  enormously  through  early  detection. 
Does  it  make  sense  to  you  that  AHCPR  might  meet  its  mandate  to 
disseminate  information  about  effective  treatments  by  undertaking 
to  educate  women  about  the  new  Medicare  coverage  of  mammography? 

Answer.     Generally,  AHCPR  is  focusing  its  attention  on  the 
dissemination  of  the  guidelines,  publications,  and  clinical 
effectiveness  information  generated  under  its  own  auspices.  This 
does  not  preclude  participation  in  the  dissemination  of  pertinent 
information  from  other  sources  in  the  future.     The  Health  Care 
Financing  Administration  disseminates  Medicare  coverage 
information  to  beneficiaries  through  the  Medicare  Handbook. 
Information  about  its  mammogram  coverage  policy  will  be  published 
in  the  1991  revision  of  the  Medicare  Handbook.     Further,  our 
guideline  activity  regarding  quality  determinants  for  mammograms 
will  have  the  additional  advantage  of  focusing  attention  on  this 
clinical  issue. 

MEDTEP  RESEARCH 

Question.     The  FY  90  Labor-HHS  report  directed  that  a 
conference  be  held  to  develop  a  research  agenda  for  MEDTEP. 

What  is  the  status  of  that  conference  and  the  agenda? 

Answer.     The  National  Agenda  Setting  Conference  on  Outcomes 
and  Effectiveness  Research  will  be  held  April  14  -  16,   1991  in  the 
Washington,  D.C.  metropolitan  area.     There  will  be  ten  workshops 
within  the  conference  addressing  a  wide  range  of  outcomes  and 
effectiveness  research  issues. 

Question.     What  has  the  agency  learned  so  far  from  the 
medical  treatment  effectiveness  research  portfolio,  and  how  will 
this  knowledge  be  used  to  improve  health  care? 

Answer.     MEDTEP  research  is  designed  to  produce  several 
different  products,  which  will  have  either  direct  or  indirect 
effects  on  health  care.     These  include  specific  findings  relating 
treatment  to  outcomes  or  describing  variations  in  treatment, 
syntheses  of  literature,  identification  of  unresolved  issues 
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warranting  study,  new  measures  and  methods  for  conducting  outcomes 
research,  new  protocols  or  materials  for  involving  patients  in 
health  care  decisionmaking,  methods  for  disseminating  findings  and 
other  products,  and,  ultimately,  clinical  guidelines. 

MEDTEP  research  will  improve  health  care  by  producing  and 
disseminating  information  to  replace  untested  assumptions  and 
unsettled  questions  regarding  what  treatment  is  effective  and 
appropriate.     Information  needed  by  health  care  providers, 
patients,  policymakers,  and  health  services  researchers  will  take 
the  form  of  professional  publications,  presentations,  and 
educational  materials;  patient-oriented  tools  such  as  interactive 
videodiscs  for  "shared  decisionmaking;"  policy- relevant  data  and 
projections  on  costs,  utilization,  and  effectiveness;  and  improved 
research  tools  and  databases. 

Some  of  these  products  will  require  significant  time  to 
create;  however,  interim  products  of  many  MEDTEP  grants  are 
noteworthy.     Specific  examples  of  contributions  already  resulting 
from  the  Patient  Outcomes  Research  Teams  (PORTs)  follow: 

•  After  extensive  review  of  the  literature,  the  Cataract  PORT 
reports  finding  no  studies  to  support  the  hypothesis  that 
visual  acuity,  significant  astigmatism,  visual  function,  or 
health  status  are  different  for  patients  undergoing 
phacoemulsification  versus  standard  extracapsular  cataract 
extraction. 

•  The  PORT  on  Benign  Prostatic  Hypertrophy  (Wennberg, 
Dartmouth  University)  has  introduced  its  "Shared  Medical 
Decision  Making  Process"  videodisc  into  several  clinical 
practices,  and  uses  it  routinely  for  measuring  patient 
preferences  regarding  risks  and  outcomes  of  alternative 
treatment  for  this  common  prostate  problem. 

•  The  PORT  on  low  back  pain  (Deyo,  University  of  Washington) 
already  has  21  articles  published  or  in  press;  and  6  more  -. 
under  review.     These  include  a  state-of-the-art  review  on 
clinical  research  methods  in  low  back  pain,  a  scientific- 
analysis  on  the  usefulness  of  thermography  in  detecting 
lumbar  nerve  radiculopathy,  and  articles  evaluating  a 
physician  education  intervention  to  improve  primary  care  for 
low  back  pain,  which  has  been  published  in  medical, 
surgical,  chiropractic,  and  public  health  publications. 

•  The  PORT  on  acute  myocardial  infarction  (McNeil,  Harvard 
University)  has  described  wide  variations  in  rates  of 
cardiac  catheterization  and  revascularization. 

Question.     What  MEDTEP  studies  will  be  undertaken  in  1991, 
and  what  studies  are  planned  for  FY92? 

Answer.     New  MEDTEP  studies  approved  for  funding  since  the 
start  of  FY  1991  include  the  following: 

•  Outcomes  Following  Community  Interventions  for  Acute 
Myocardial  Infarction 
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•  Nursing  Effectiveness  in  Preventive  Child  Health  Program 

•  Breast  Cancer  Screening  Policy  and  Practice 

•  Head  Injury  Outcomes 

•  Effectiveness  and^ Outcomes  of  Non-Cardiac  Surgery 

•  Implementing  Practice  Guidelines 

•  Refining  the  Measurement  of  Quality  of  Care 

•  Clinical  Decisionmaking  in  Medical  Adverse  Events 

•  Comparison  of  Surgery  vs  Drug  for  Epilepsy 

•  A  Physician  Insurer's  Impact  on  Early  Cancer  Detection 

•  Variations  in  the  Process/Outcomes  of  Care/Depression 

•  A  Model  of  Patients'  Preferences  in  Serious  Illness 

•  A  Clinical  Decision  Aid  for  Genital  Chlamydia  in  Women 

•  Components  of  Prenatal  Care  and  Low  Birthweight 

•  Computer- Based  Access  to  Guidelines  for  Clinical  Care 

•  Diabetic  Retinopathy  Education  Study 

Additional  grants  for  FY  1991  will  be  made  in  the  summer, 
subsequent  to  review  of  the  National  Advisory  Council  for  Health 
Care  Policy,  Research  and  Evaluation.     Expected  new  grants  include 
studies  on  back  pain  in  ambulatory  settings,  epilepsy,  prostate 
cancer,  and  hysterectomy.     In  addition,  AHCPR  anticipates 
supporting  during  FY  1991,  PORTs  dealing  with  chronic  obstructive 
pulmonary  disease,  congestive  heart  failure,  and  prevention  of 
stroke . 

New  starts  in  FY  1992  are  mainly  dependent  on  investigator- 
initiated  grants.     These  will  be  supplemented  in  FY  1992  with  the 
initiation  of  a  new  program  of  research  centers  to  concentrate  on 
minority  health  issues.     We  will  explore  the  potential  of 
conducting  studies  of  the  effectiveness  of  pharmacologic 
interventions . 

The  AHCPR  has  issued  a  request  for  applications  (RFA)  on 
issues  dealing  with  the  ways  in  which  scientific  information  can 
be  presented  and  disseminated  to  foster  its  assimilation  and  use 
by  health  care  providers  and  patients.    The  first  deadline  date 
for  receipt  of  applications  is  April  26,  1991.    Awards  will  be 
made  late  in  FY  1991  and  early  FY  1992. 

-      <  >    4  UNINSURED 

Question.     Depending  on  who's  talking,  there  are  either  31 
million  or  37  million  uninsured  Americans,  or  some  number  in 
between. 

Can  you  give  us  a  picture  of  the  uninsured:     who  are  they, 
are  there  geographic  or  socioeconomic  factors  affecting  them,  and 
what  do  we  know  about  the  health  status  of  uninsured  Americans? 

Answer.     The  following  are  recent  findings  on  the  uninsured 
from  the  AHCPR  1987  National  Medical  Expenditure  Survey  (NMES): 

Size,  Growth,  and  Health  Services  of  the  Uninsured  Population 

•  Nearly  25  million  people  were  uninsured  throughout  1987. 
Another  23  million  were  uninsured  for  part  but  not  all  of 
the  year,  making  a  total  of  48  million  (1  out  of  5 
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Americans)  who  were  ever  without  coverage  during  a  part  of 
1987. 

•  About  36  million  people  were  uninsured  in  the  first  quarter 
of  1987.     (This  figure  includes  the  25  million  who  were 
uninsured  all  year  and  11  million  who  were  uninsured  at  the 
start  of  the  year  but  obtained  coverage  before  the  end  of 
the  year.) 

•  Seventeen  percent  of  the  population  under  65  was  uninsured 
in  the  first  quarter  of  1987  compared  to  14  percent  (26.5 
million)  a  decade  earlier. 

•  Only  64  percent  of  uninsured  Americans  under  age  65  used  any 
health  services  in  1987,  compared  to  87  percent  of  those 
with  private  insurance  and  83  percent  of  those  with  public  ^j;- 
coverage  (Medicaid,  CHAMPUS ,  or  Medicare). 

•  Average  total  health  expenditures  for  uninsured  persons  less 
than  65  who  used  health  services  were  $915  in  1987  compared 
to  $1,316  for  privately  insured  persons  and  $2,619  for 
persons  with  public  health  insurance. 

Uninsured  Minorities 

•  The  number  of  uninsured  whites  was  28  percent  higher  in  the 
first  quarter  of  1987  than  1977.     During  the  same  time 
period,   the  number  of  uninsured  blacks  nearly  doubled  from  4 
to  7  million  and  the  number  of  uninsured  Hispanics  increased 
three-fold  from  2  to  6  million. 

•  Blacks  and  Hispanics  accounted  for  half  of  the  increase  in 
the  uninsured  over  the  decade. 

•  Twenty-four  percent  of  blacks  under  age  65  and  34  percent  of 
Hispanics  were  uninsured  in  the  first  quarter  of  1987, 
compared  to  14  percent  of  whites. 

•  Only  53  percent  of  uninsured  blacks  under  age  65  and  55 
percent  of  uninsured  Hispanics  used  any  health  services  in 
1987,  well  below  the  national  average  (84  percent)  and  lower 
than  the  percent  of  uninsured  whites  who  used  any  services 
(69  percent) . 

•  Average  total  health  expenditures  for  uninsured  blacks  under 
age  65  who  used  health  services  were  $1,454  in  1987, 
comparable  to  the  national  average  of  $1,420  for  all  persons 
less  than  65  who  used  health  services.  In  contrast,  average 
total  health  expenditures  for  uninsured  whites  and  Hispanics 
were  much  lower,  $896  on  average  for  the  former  and  $514 
for  the  latter. 

Uninsured  Children 

•  The  proportion  of  children  without  insurance  coverage 
increased  from  13  percent  in  1977  to  18  percent  in  1987, 
almost  entirely  due  to  reductions  in  public  coverage  (mainly 
Medicaid) . 
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•pi      Fully  one-third  of  uninsured  persons  are  under  age  19. 

•         While  93  percent  of  privately  insured  children  under  age  6 
v      used  any  health  services  in  1987,  only  81  percent  of 
uninsured  children  used  any  services. 


•  Average  total  health  expenditures  for  uninsured  children 
under  age  6  who  used  health  services  were  $954  in  1987. 
Average  total  health  expenditures  for  privately  insured 
children  ($1,098)  were  somewhat  higher.     In  contrast, 
average  total  health  expenditures  for  publicly  insured 
children  ($2,566)  were  almost  three  times  larger  than 
uninsured  children  and  two  and  a  half  times  that  of  insured 

^  children. 

Uninsured  Poor  (Poor  =  anything  below  poverty  line) 

•  The  proportion  of  poor  persons  without  insurance  nearly 
doubled  from  23  percent  in  the  first  quarter  of  1977  to  39 

r       percent  in  1987. 

•  The  majority  of  the  uninsured  (62  percent)  are  in  families 
with  incomes  equal  to  200  percent  of  the  poverty  line  or 
less.     Those  in  poverty  account  for  nearly  one- third  of  all 
uninsured  persons. 

•  Only  63  percent  of  uninsured  under  age  65  persons  in  poverty 
used  any  health  services  in  1987,  compared  to  79  percent  of 
the  poor  with  either  private  or  public  coverage. 

•  .  Average  total  health  expenditures  for  uninsured  persons 

under  age  65  in  poverty  averaged  $1,008  in  1987.  In 
contrast,  poor  persons  with  private  insurance  had  average 
total  expenditures  of  $1,627,  while  those  with  public 
coverage  had  average  total  expenditures  of  $2,946,  three 
times  the  average  of  the  uninsured  poor. 

The  Uninsured  in  Nonmetropolitan  Areas 

•  Persons  who  reside  outside  of  metropolitan  areas  (outside  of 
SMSAs)  are  slightly  more  likely  to  be  without  coverage  (20 
percent  of  the  population  under  age  65)  than  residents  of 
metropolitan  areas  (17  percent). 

•  vi.    About  a  quarter  of  the  uninsured  live  outside  of  SMSAs. 

•  Only  65  percent  of  the  uninsured  under  age  65  residing 
outside  of  metropolitan  areas  used  any  health  services  in 
1987,  compared  to  86  percent  of  nonmetropolitan  residents 
with  private  insurance  and  85  percent  of  nonmetropolitan 
residents  with  public  insurance. 

•  Average  total  health  expenditures  for  uninsured  persons 
under  age  65  in  nonmetropolitan  areas  were  $579  in  1987 
compared  to  $1,017  for  privately  insured  persons  In 
nonmetropolitan  areas  and  $2,336  for  publicly  insured 

?      persons  in  nonmetropolitan  areas. 
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PRACTICE  GUIDELINES 

Question.     One  of  AHCPR's  mandates  is  developing  clinical 
practice  guidelines,  which  we  hope  will  provide  information  about 
what  treatments  are  effective  and  which  ones  don't  work. 

Can  you  give  us  an  update  on  what  your  agency  has  done  so 
far  in  this  area,  and  what  practice  guidelines  will  be  developed 
in  FY  1992? 

Answer.     The  Agency  for  Health  Care  Policy  and  Research 
(AHCPR)  currently  has  seven  panels  in  process  and  is  initiating  an 
eighth  panel  on  HIV  treatment.     The  panels  are:  prediction, 

prevention,  and  early  treatment  of  pressure  sores  in  adults; 
management  of  acute  post  operative  pain;  diagnosis  and  treatment 
of  depressed  outpatients  in  primary  care  settings;  urinary 
incontinence  in  the  adult;  visual  impairment  due  to  cataracts  in 
the  aging  eye;  delivery  of  comprehensive  care  in  sickle  cell 
disease;  and  diagnosis  and  treatment  of  benign  prostatic 
hyperplasia  (BPH).  -? 

Two  of  the  of  the  panels,  pain  management  and  benign 
prostatic  hyperplasia,  are  beginning  the  peer  review  process  of 
their  draft  guidelines.     The  panel  on  urinary  incontinence  has 
completed  the  peer  review  process.     The  peer  review  process 
consists  of  the  panels  sending  drafts  of  the  guidelines  they  have 
developed  and  the  supporting  evidence  to  external  reviewers  with  a 
wide  range  of  relevant  backgrounds  to  review  critically  all 
aspects  of  the  development  process.     This  process  takes 
approximately  one  month  and  is  followed  by  pilot  testing  of  the 
guidelines  by  various  types  of  practitioners  who  utilize  them  in 
their  own  setting  in  patient  management  for  two  to  three  m.onths . 
The  feedback  from  pilot  testing  will  be  utilized  by  the  panels  in 
making  any  necessary  changes  in  the  guidelines  prior  to  release 
and  dissemination.     The  urinary  incontinence,  pain  management  and 
BPH  panels  should  finish  their  guidelines  in  the  Fall  and  the 
other  four  guideline  panels  are  expected  to  complete  their 
guidelines  before  the  end  of  the  calendar  year. 

The  AHCPR  has  prepared  a  request  for  proposal  to  develop 
guidelines  under  contract  with  public  or  nonprofit  entities.  We 
also  are  in  the  process  of  developing  mechanisms  for  the  creation 
of  standards,  performance  measures  and  review  criteria  based  on 
the  developed  guidelines. 

The  AHCPR  is  considering  the  possible  development  of 
guidelines  in  FY  1992  for  cancer  pain  management,   low  back  pain, 
otitis  media  in  children,  congestive  heart  failure  in  the  adult, 
management  of  Alzheimer's  disease,  management  of  cerebral  vascular 
accident,  and  quality  determinants  of  mammography.     We  will  make 
final  decisions  on  these  conditions  shortly  and  publish  the 
appropriate  notices  in  the  Federal  Register. 

Question.     Where  I  come  from,  there  are  quite  a  few  solo 
practitioners,  small  hospitals,  and  other  health  care  settings 
that  are  not  university- based  or  even  physician-based.     I  am 
concerned  that  these  health  care  providers  are  most  vulnerable  to 
professional  isolation,  and  may  have  the  hardest  time  keeping  up 
with  current  medical  findings. 
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How  will  AHCPR  ensure  that  the  practice  guidelines  are 
disseminated  to  these  health  providers? 

Answer.     The  Journal  of  the  American  Medical  Association 
(JAMA)  has  agreed  to  publish  all  the  practice  guidelines.  The 
National  Library  of  Medicine  will  use  its  outreach  efforts  also 
for  dissemination.     In  addition,  AHCPR  is  developing  a 
dissemination  strategy  to  work  with  medical  and  allied  health 
specialty  groups,  American  Association  of  Retired  Persons  (AARP) 
and  other  consumer  groups,  business  groups,  and  a  variety  of 
publications  and  the  media  to  ensure  that  the  guidelines  reach 
practitioners  and  their  patients  regardless  of  their  residence. 

-        SOURCE  OF  FUNDS  FOR  AHCPR 

Question.     Dr.  Clinton,  one  aspect  of  your  budget  request  is 
very  troubling  to  me.     It's  not  the  end  so  much  as  the  means  of 
getting  funding.     I'm  sure  you  know  that  we  had  a  lot  of  trouble 
last  year  over  whether  to  use  funds  from  the  1%  evaluation  set- 
aside  (Section  2711)  for  the  Agency  for  Health  Care  Policy  and 
Research. 

I  had  hoped  the  budget  request  would  take  into  account  the 
conflict  over  that  funding  method,  and  seek  another        or  seek  a 
change  in  the  authorization,  which  specifies  the  current  tap  on  1% 
funds.     Unfortunately,  this  isn't  the  case. 

Knowing  of  the  trouble  we  had  last  year,  and  the  trouble 
that  may  lie  ahead,  will  the  Administration  seek  any  change  in  the 
AHCPR  funding  authorization? 

AnsTver.     The  authority  for  AHCPR  and  its  major  programs 
expires  in  FY  1993.     The  question  of  the  funding  authorization  is 
currently  under  review  as  the  administration  develops  its  policy 
and  legislative  plans  for  next  year.     At  the  present  time,  a 
decision  has  not  been  made  about  whether  the  administration  will 
seek  a  change  in  funding  methods  in  the  FY  1993  AHCPR 
reauthorization  legislation. 

ivi  v;;^i.    ;     i^^c    r^-i  RANGE  OF  RESEARCH 

Question.     I  have  advocated  in  the  past  for  a  "larger  gene 
pool"  of  researchers  and  research  topics,  including  women, 
minorities,  and  those  from  more  rural  institutions.     From  the 
start,  this  Subcommittee  has  advocated  that  research  topics 
should,  to  the  extent  possible,  provide  a  broad  base  of  knowledge 
relevant  to  current  questions  of  health  policy.     And  last  year,  we 
suggested  that  AHCPR  should  establish  a  Small  Grants  program  in 
order  to  bring  more  new  researchers  into  the  field. 

Dr.  Clinton,  please  describe  to  the  Committee  what  steps  you 
will  be  taking  to  increase  research  activity  on  rural  health 
issues,  problems  of  minorities,  and  the  question  of  low- income 
individuals  gaining  access  to  quality  health  care. 

Answer.     We  have  been  very  active  within  the  primary  care 
research  community,  specifically  to  increase  the  capacity  for  high 
quality  research  dealing  with  rural  health  issues,  problems  of 
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minorities,  and  the  question  of  low- income  individuals  gaining 
access  to  quality  health  care. 

We  have  recently  published  a  research  agenda  for  primary 
care,  deriving  in  large  part  from  our  first  national  conference  on 
primary  care  research.     Research  on  issues  related  to  health  care 
of  underserved,  vulnerable,  and  minority  populations  are  prominent 
in  this  document.     On  February  7,   1991  we  published  a  program  note 
together  without  the  National  Center  for  Nursing  Research, 
reaffirming  our  continuing  interest  in  supporting  research 
targeted  toward  the  problems  of  the  most  vulnerable  rural 
population . 

In  addition,  we  have  collaborated  with  the  Office  of  Rural 
Health  Policy  within  the  Health  Resources  and  Services 
Administration  to  establish  a  series  of  regional  research  capacity 
building  workshops.     By  the  end  of  the  current  fiscal  year,  we 
will  have  held  workshops  in  Chapel  Hill,  NC ,  Seattle,  WA, 
Bismarck,  ND,  and  Tucson,  AZ  and  Marshfield,  WI .     We  are 
organizing  workshops  on  rural  and  undeserved  populations  research 
at  meetings  of  major  national  health  organizations  including  the 
National  Rural  Health  Association  and  the  Association  of 
University  Programs  in  Hospital  Administration  (AUPHA) . 

Staff  of  AHCPR's  extramural  research  Division  of  Primary 
Care  are  currently  analyzing  grant  proposals  submitted  over  the 
last  five  years  to  identify  patterns  of  deficiency  that  have 
impeded  successful  review  and  funding.     The  results  of  this 
analysis  will  be  incorporated  into  future  workshops  as  well  as 
ongoing  technical  assistance  to  potential  investigators. 

Finally,  we  are  working  closely  with  several  minority  health 
oriented  academic  institutions  in  increasing  the  capacity  for 
research  in  primary  care.     We  would  expect  specific  strategies  and 
institutional  relationships  to  be  identified  this  year  for 
implementation  during  FY  1992. 

Question.     Do  you  think  the  "small  grants"  method  is  useful, 
or  should  we  be  looking  at  other  ways  of  enhancing  the  research 
base  and  the  opportunities  for  new  researchers? 

Answer.     The  "small  grants"  mechanism  is  one  of  several 
useful  strategies  for  increasing  opportunities  for  new 
researchers.     As  the  Senate  suggested  last  year,  the  AHCPR  has 
expanded  our  small  grants  program.     Soon  we  will  be  announcing 
four  priority  areas  for  funding  under  the  small  grants  mechanism 
in  FY  1991  and  FY  1992.     These  include: 

•  Research  on  health  care  services  for 
underserved/disadvantaged  populations  (e.g.,  women  and 
minority  health  issues,  rural  health  issues,  methods  to 
improve  access;  and  costs,  access,  and  quality  of  care  for 
the  uninsured/underinsured) ; 

•  Research  on  health  care  services  for  individuals  with  HIV 
infections,  (e.g.,  including  issues  of  costs,  access,  and 
quality  of  care) ; 
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•  Research  on  medical  liability  issues  (e.g.,  determinants  of 
or  alternative  approaches  to  reduce  medical  liability)  and, 

•  Clinical  practice -oriented  primary  care  research. 

We  expect  to  fund  up  to  20  proposals  during  FY  1991  as  a 
result  of  this  small  grant  announcement. 

There  are  other  strategies  that  also  would  enhance  the 
research  base  for  issues  in  primary  care  for  vulnerable  and 
underserved  populations.     Our  National  Research  Service  Awards 
(NRSA)  and  dissertation  grants  program  currently  support 
approximately  Ik  institutional  and  individual  awards  in  health 
services  research  and  25  dissertation  grants  per  year.  Research 
evolving  from  these  training  investments  will,  in  part,  make 
noteworthy  contributions  to  the  underserved  issues. 


QUESTIONS  SUBMITTTED  BY  SENATOR  ARLEN  SPECTER 

MEDICAL  TREATMENT  EFFECTIVENESS 

Question.     Dr.  Clinton,  since  fiscal  year  1990  over 
$100,000,000  has  been  made  available  to  your  agency  for  research 
on  medical  treatment  effectiveness.     How  will  the  information 
gleaned  from  this  research  be  translated  into  practice  by 
physicians,  policy  makers  and  the  American  consumers? 

Answer.     The  Medical  Treatment  Effectiveness  Program 
(MEDTEP)  emphasizes  the  dissemination  of  findings  to  potential 
users  of  the  information  including  physicians,  private  and  public 
decisionmakers,  researchers,  third-party  payers,  educators, 
legislators,  allied  health  professionals,  and  consumers. 

Multiple  and  detailed  dissemination  strategies  for  each 
—medical  practice  guideline  are  now  being  developed,  with  emphasis 
on  their  adoption  and  use.     They  will  be  disseminated  via  a 
variety  of  means  including  print,  direct  mail,   computer  search 
systems,  video  tape,   the  press,  exhibits,  presentations,  and  other 
formats.     Dissemination  activities  will  involve  professional 
groups,  governmental  agencies,  consumer  groups,  educational 
organizations ,   libraries  and  targeted  marketing  efforts  in 
selected  communities.     In  order  to  ensure  that  we  adequately 
address  the  critical  issue  of  translating  research  into  medical 
practice,  we  are  holding  a  workshop  with  dissemination  experts  to 
thoroughly  explore  what  is  currently  known  about  effective 
dissemination.     The  input  from  these  experts  will  be  used  to  guide 
the  development  of  our  dissemination  strategies. 

The  National  Library  of  Medicine  (NLM)  has  expanded  its 
information  services  to  retrieve  research  findings  and  practice 
guidelines  from  computer-based  medical  information  systems.  The 
NLM  and  AHCPR  are  updating  the  medical  subject  headings  to 
increase  access  to  research  findings  and  guidelines  and  will 
continue  activities  to  increase  dissemination  of  information. 
Further,  we  have  an  intra-agency  agreement  with  the  NLM's  National 
Technical  Information  Service  to  hold  all  of  AHCPR' s  products.  We 
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will  be  working  with  them  to  develop  full  text  retrieval  of  these 
products  beginning  with  the  clinical  guidelines. 

RESEARCH  TRAINING 

Question.     Dr.  Clinton,  is  there  a  sufficient  number  of 
trained  health  services  researchers  to  carry  out  this  important 
line  of  research?     How  much  is  the  federal  government  investing  in 
training  for  researchers  in  this  field?     Is  there  a  need  to  expand 
this  effort  in  order  to  ensure  an  adequate  pool  of  trained 
scientists  for  the  future? 

Answer.     We  are  concerned  about  there  being  a  sufficient 
cadre  of  health  services  researchers  to  keep  pace  with  current  and 
future  research  needs.     This  is  a  well  recognized  problem 
exacerbated  by  shrinking  private  investments  in  training  health 
services  research  students.     The  AHCPR  administers  a  National 
Research  Service  Award  (NRSA)  program  directed  at  training  pre  - 
and  post  doctoral  health  services  research  trainees  through  both 
institutional  awards  and  individual  fellowships.      We  are 
emphasizing  areas  in  the  field  that  are  needed  to  support  the 
medical  effectiveness  and  outcomes  research  by  encouraging 
applications  in  epidemiology,  biostatistics ,  research  methodology 
and  behavioral  research. 

As  mandated  by  the  Public  Health  Service  Act,  the  AHCPR 
receives  1/2  of  1%  of  the  National  Research  Service  Award  monies 
appropriated  to  the  National  Institutes  of  Health  (NIH)  and  the 
Alcohol,  Drug  Abuse,  and  Mental  Health  Administration  (ADAMHA) . 
Also,  Medical     Treatment  Effectiveness  Program  (MEDTEP)  funds  were 
used  to  supplement  the  NRSA  monies  in  FY  1990  ($  1  million)  and  FY 
1991   ($1.35  million).     This  resulted  in  $2.59  million  being 
allocated  for  training  of  health  services  researchers  in  FY  1990 
and  $2.65  million  in  FY  1991  through  these  two  programs. 

Additionally,  AHCPR' s  Health  Services  Dissertation  Research 
Grants  support  doctoral  research  on  the  organization,  delivery, 
financing,  and  of  effectiveness  of  health  care  services.     In  FY 
1990,  20  dissertation  research  grants  were  awarded  totalling 
$395,000.     Approximately  25  dissertation  grants  will  be  awarded  in 
FY  1991  from  the  $500,000  earmarked  for  this  activity. 

Finally,  the  AHCPR  has  announced  its  intent  to  make 
administrative  supplemental  grant  funds  available  to  increase 
involvement  of  minority  health  professionals  in  ongoing  health 
services  research.     Presently,   racial  and  ethnic  minority  health 
professionals  are  not  adequately  represented  throughout  the 
spectrum  of  health  services  research.     Their  inclusion  in 
prominent  and  significant  roles  is  critical  to  a  better 
understanding  of  problems  encountered  in  delivering  and  ensuring 
health  care  in  minority  populations.     The  professional  involvement 
of  racial  and  ethnic  minorities  in  the  conduct  of  the  grant  can 
add  immeasurably  to  the  cultural  sensitivity,  appropriateness,  and 
credibility  of  such  research. 

Effective  enhancement  of  careers  for  minorities  in  health 
services  research  will  require  focused  attention  to  the 
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fundamental  and  closely  interdependent  issues  of  training, 
recruitment,   and  research  support.     AHCPR  will  supplement  grants 
to  researchers  who  will  make  significant  contributions  to  this 
critical  priority  in  the  Nation's  health  policy  agenda.     In  order 
to  increase  the  number  and,  capabilities  of  minority  scientists  in 
health  services  research  sponsored  by  AHCPR,   support  will  be 
provided  to  principal  investigators  to  recruit,  train,  and  employ 
minority  investigators. 

MAJOR  HEALTH  ISSUES 

Question.     Dr.   Clinton,  what  do  you  see  as  the  major  issues 
in  health  over  the  next  decade?    What  plans  is  the  Agency  making 
to  gear  its  research  to  these  issues? 

Answer.     We  have  identified  three  major  sets  of  issues  to  be 
addressed  over  the  course  of  the  decade. 

•  The  first  revolves  around  the  interrelated  problems  of 
health  insurance,  public  sector  health  care  expenditures, 
and  the  costs  of  care  to  individuals.     In  particular,  the 
costs  of  care  and  access  to  care  for  vulnerable 
populations -- including  minorities,  those  in  rural  areas,  and 
the  poor- -will  be  increasingly  serious  health  issues  if  the 
costs  of  care  continue  to  climb  at  present  rates. 

• 

.    -  The  second  relates  to  the  quality  of  medical  practice, 
.  including  impediments  to  effective  practice.     We  must 
.  identify  better  ways  to  ensure  the  quality  of  health 
services  and  improve  mechanisms  to  protect  the  public 
against  substandard  health  care. 

•  -  The  third  set  of  issues  relates  to  the  need  for  innovation 
,    and  improvement  in  primary  care,  again,   focusing  in 

particular  on  underserved  and  vulnerable  populations, 
especially  women  and  children  in  those  populations. 

AHCPR  has  developed  a  long-terra  strategy  as  well  as  some 
specific  goals  for  addressing  each  of  these  sets  of  issues. 

Health  Insurance.  Health  Expenditures,  and  the  Cost  of  Care 

The  problems  associated  with  the  absence  of  health  insurance 
coverage  or  under- insurance  are  well  known.     One  out  of  five 
Americans  lacked  health  insurance  at  some  point  during  all  or  part 
of  1987  and  more  than  one  in  ten  were  without  insurance  for  an 
entire  year.^     These  issues  have  been  of  special  concern  to  the 
Deputy  Secretary  of  DHHS  and  others  in  the  administration  and  may 
be  expected  to  persist  and  take  on  greater  importance  in  future 
years.     Up-to-date,  detailed,  reliable  information  on  health  care 
utilization,  costs,  and  payment  sources,   including  insurance 
coverage,  will  be  essential  for  policy  makers  and  program 


^Short,  P.   (1990,  September)  Estimates  of  the  Uninsured 
Population,  Calendar  Year  1987  (DHHS  Publication  No.   (PHS)  90-3469). 
National  Medical  Expenditure  Survey  Data  Summary,  Agency  for  Health 
Care  Policy  and  Research.     Rockville,  MD:  Public  Health  Service. 
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administrators  to  understand  the  magnitude  and  determinants  of  the 
problem  and  consider  policy  options  and  their  implications.  Given 
current  and  projected  budget  constraints,  it  will  become 
increasingly  important  to  identify  gaps  in  coverage  for  health 
care  and  to  identify  methods  of  paying  for  health  services  that 
promote  the  most  efficient  use  of  available  resources. 

The  AHCPR's  primary  goal  in  the  area  of  financing  and 
coverage  is  to  provide  the  information  necessary  to  shape  the 
debate  regarding  approaches  to  ensure  that  vulnerable 
populations -- including  the  disadvantaged,  minorities,  and  rural 
populations  - -have  access  to  appropriate,  quality  health  care. 
Both  extramural  and  intramural  research  will  contribute  to 
expanding  the  knowledge  base.     A  major  vehicle  for  developing  the 
information  needed  is  the  proposed  National  Medical  Expenditure 
Survey  (NMES)  III.     Planning  and  developmental  activities  are 
underway  now  to  field  NMES  III  by  1996,  and  to  begin  providing 
data  to  policy  makers  as  early  as  1997. 

Enhancing  Medical  Practice 

The  legislation  creating  AHCPR  was  driven  in  large  part  by 
concerns  about  the  effectiveness  of  much  of  current  medical 
practice  - -particularly  in  light  of  evidence  demonstrating  dramatic 
variations  in  physician  practice  patterns.     Our  plan  is  to  expand 
AHCPR's  extensive  program  of  medical  effectiveness  and  outcomes 
research  into  the  development  of  methods  to  use  this  knowledge, 
and  to  reduce  barriers  to  its  use.     The  goal  is  to  improve  medical 
practice.     The  major  components  of  the  Medical  Treatment 
Effectiveness  Program  (MEDTEP) -- effectiveness  and  outcomes 
research,  the  development  of  clinical  practice  guidelines,  data 
base  development,  and  information  dissemination  and  liaison- -will 
be  continued  and  expanded.     In  addition,  AHCPR's  activities  will 
include  a  broader  program  to  examine  the  interrelated  issues  of 
quality  assurance  and  medical  liability. 

Over  the  next  3  to  5  years  medical  effectiveness  research 
and  guidelines  development  will  focus  on  a  broader  array  of 
conditions  affecting  additional  population  groups;  dissemination 
and  use  of  this  information  will  be  emphasized;  and  a  new  research 
and  demonstration  effort  in  the  related  areas  of  medical  liability 
and  quality  assurance  will  be  expanded, 

Primarv  Care 

Careful  attention  to  research  in  primary  care  is  important 
for  several  reasons.     First,  most  people  receive  the  majority  of 
their  care  in  the  primary  care  setting.     When  barriers  exist  to 
primary  care,  access  to  all  care  is  severely  limited.     Second,  the 
mechanisms  or  models  for  organizing  primary  care  are  rapidly 
changing.     It  is  not  clear  which  approaches  are  best  at  providing 
the  acceptable,  comprehensive,  and  coordinated  services  typically 
associated  with  good  primary  care  - -particularly  as  services  are 
"unbundled"'  and  free-standing  providers  proliferate,  each 
rendering  only  a  single  or  limited  array  of  services.     Third,  in 
any  effort  at  health  care  reform,  the  role  of  primary  care 
providers  is  critical.     The  organizational,   financial,  and 
training  arrangements  for  primary  care  in  this  country  are 
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different  from  those  found  in  Canada  and  most  European  countries 
and  warrant  careful  analysis.     Finally,   the  body  of  scientific 
knowledge  upon  which  to  base  primary  care  has  never  been 
adequately  developed.     Wide  variations  abound  among  the 
disciplines  that  practice  primary  care  and  between  primary  care 
and  specialty  practitioners.     Therefore,  the  primary  care  arena 
represents  fertile  ground  for  medical  effectiveness  and  health 
systems  research. 

AHCPR's  immediate  goal  is  to  begin  to  build  the  existing 
primary  care  research  portfolio  into  a  more  comprehensive  program 
focusing  on  ways  to  use  available  resources  to  efficiently  and 
effectively  serve  the  needs  of  underserved  populations.     This  will 
include  development  of  practice  -  based  research  laboratories  in 
primary  care,  expanded  research  on  managed  care  systems,  and  on 
improved  integration  of  effectiveness  research  and  information 
dissemination . 

The  AHCPR's  long-term  goal  in  this  area  is  to  a)  increase 
the  capacity  for  research  in  primary  care  and  b)  expand  the 
knowledge  base  that  supports  the  organization,  practice,  and 
evaluation  of  primary  care  programs  and  practices.  While 
considerably  broadening  the  scope  of  primary  care  research  issues 
is  encouraged,  AHCPR  will  continue  to  stress  health  care  services 
for  underserved  populations  (including  rural,  minority  and 
disadvantaged  populations),  infant  mortality,  HIV/AIDS,  and 
delivery  system  issues  (including  comprehensive  care  and  managed 
care) . 


Centers  for  Disease  Control 
statement  of  dr.  william  o.  roper,  director 

ACCOMPANIED  BY  CLAUDE  PICKELSIMER,  DIRECTOR,  FINANCIAL 
MANAGEMENT  OFFICE 

BUDGET  REQUEST 

Senator  Harkin.  Next  is  the  Centers  for  Disease  Control. 

Dr.  Roper.  G<x)d  morning,  sir. 

Senator  Harkin.  Good  morning,  Dr.  Roper. 

The  fiscal  vear  1992  budget  request  for  the  Centers  for  Disease 
Control  is  $1.39  billion,  an  increase  of  $85.3  million  over  1991.  I 
am  pleased  to  note  that  the  fiscal  year  1992  budget  does  include 
some  increases  in  funding  for  programs  that  have  not  only  had 
strong  support  from  Congress  but  are  programs  that  the  Congress 
has  initiated  such  as  lead  poisoning,  breast  and  cervical  cancer  pre- 
vention programs,  immunization,  et  cetera. 

Again,  I  know  that  we  owe  these  increases  to  your  leadership, 
Dr.  Roper,  and  I  am  pleased  that  we  are  moving  forward  in  these 
important  areas.  However,  considering  the  billions  of  dollars  we 
spend  each  year  on  medical  care  and  research,  the  budget  before 
us  today  I  am  concerned  may  not  go  far  enough.  When  I  consider 
that  only  about  1  percent  of  our  health  care  doUars  is  spent  on  pre- 
vention and  intervention  proCTams,  that  is  what  raises  my  question 
as  to  whether  or  not  we  are  aoing  enough. 

I  do  not  need  to  go  through  again  my  feelings  on  disease  preven- 
tion and  healtii  promotion,  but,  again,  as  you  probably  heard  me 
say,  I  think  that  is  really  our  best  bet  to  improving  the  quality  of 
I  life  for  all  Americans,  reaching  down  at  the  earliest  possible  stages 
'    of  life  and  getting  that  health  promotion  attitude. 

Inasmucn  as  the  primary  mission  of  the  Centers  for  Disease  Con- 
trol is  prevention  and  intervention,  I  would  like  to  discuss  with  you 
today  what  more  needs  to  be  done.  I  look  forward  to  your  profes- 
sional judgment  in  this  regard.  We  have  had  a  long  association  to- 
i  gether.  Dr.  Roper.  You  have  been  a  great  leader  in  this  area  for  a 
I  long  time.  I  am  glad  you  are  where  you  are,  and  I  look  forward  to 
working  with  you  in  this  area. 

I  will  leave  the  record  open  at  this  point  for  any  statements  by 
ranking  member  Senator  Specter. 

Welcome  to  the  subcommittee,  and  please  proceed  as  you  so  de- 
sire. 

SUMMARY  STATEMENT 

Dr.  Roper.  Thank  you,  sir.  It  is  a  delight  to  be  with  you  again. 
I  have  enjoyed  my  association  with  you  in  HCFA  and  in  the  White 
House,  and  I  am  appreciative  of  the  opportunity  to  visit  with  you 
now  and  in  the  future. 
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I  guess  I  would  begin  by  saying  that  prevention  is  an  issue 
whose  time  has  come,  and  it  seems  as  though  everybody,  or  at  least 
almost  everybody,  is  anxious  to  move  ahead  in  prevention.  I  agree 
with  your  conclusion  that  we  are  not  investing  nearly  enough  in 
prevention  activities,  but  we  have  sure  come  a  long  way  fast. 

I  would  just  begin  by  pointing  out  to  you  that  this  is  the  Presi- 
dent's budget  for  fiscal  year  1992;  the  subject  we  are  talking  about 
today  has  a  chapter  entitled  "Focusing  on  Prevention  and  the  Next 
Generation."  This  is  the  first  President's  budget  in  the  history  of 
the  United  States  that  has  a  chapter  on  prevention.  I  would  just 
read  from  the  highlight  section  in  this  chapter.  It  talks  about  is- 
sues such  as  childhood  immunizations,  infant  mortality  reduction, 
breast  and  cervical  cancer  prevention,  smoking  cessation,  physical 
fitness  and  nutrition,  injury  prevention,  access  to  health  care,  fam- 
ily planning,  lead  poisoning  prevention,  substance  abuse  preven- 
tion, and  evaluation  of  prevention  programs. 

CDC  has  activities  in  all  of  those  areas,  and  in  most  of  them  we 
are  the  lead  agency.  As  you  have  just  said  in  your  introduction, 
CDC  is  the  Nation  s  prevention  agency.  We  are  pleased  that  you 
recognize  that  and  we  are  anxious  to  pursue  with  you  an  even 
more  vigorous  prevention  agenda  for  the  Nation. 

With  that  enthusiasm  goes  a  sense  of  responsibility.  We  have  to 
deliver  tangible  results  with  the  resources  you  give  us.  What  I  am 
here  to  talk  with  you  about  today,  sir,  is  not  pie  in  the  sky  dreams 
but  practical  programs  that  are  proven  in  their  effectiveness.  We 
want  to  expand  them  more  broadly  to  make  prevention  a  practical 
reality  for  all  of  our  Nation. 

Part  of  what  CDC  does  is  to  be  ready  for  unknown  and 
unpredicted  problems  that  come  along,  new  organisms  in  the  infec- 
tious disease  area,  new  problems  in  other  parts  of  our  health  sys- 
tem. I  would  just  draw  a  quick  analogy  to  what  we  have  just  wit- 
nessed in  the  Persian  Gulf  war.  Desert  Storm.  Because  of  building 
the  capability  to  fight  that  kind  of  a  war,  it  went  very  well.  We 
would  like  to  fight  that  kind  of  war  on  prevention,  and  it  requires 
investments  not  only  on  specific  activities  that  may  be  popular  this 
year  and  not  popular  next  year,  but  it  requires  investment  in  a 
public  health  system,  as  you  said  in  your  earlier  questions  to  Dr. 
Mason,  that  will  deliver  time  and  time  again. 

Let  me  just  draw  your  attention  quickly  to  three  priorities  that 
we  have  set  for  ourselves  at  CDC.  I  have  already  mentioned  the 
first,  making  prevention  a  practical  reality.  It  is  not  enough  simply 
to  give  nice  speeches  about  prevention.  It  is  important  that  we  de- 
liver services  not  only  to  people  like  my  wife  and  myself  who  have 
a  car  with  seat  belts  and  know  to  use  them.  We  need  to  make  pre- 
vention a  practical  reality  for  people  who  cannot  afford  a  car  and 
who  are  in  many  ways  not  plugged  in  to  doing  things  for  them- 
selves and  preventing  health  problems. 

The  second  priority  is  improving  the  health  of  children.  We  have 
touched  on  immunization  programs,  and  I  want  to  come  back  to 
those  later.  It  is  an  overarching  priority.  As  I  said,  the  President's 
budget  focuses  on  investing  for  the  future  and  the  health  of  our 
children.  Then  finally  the  third  area  of  building  a  public  health  sys- 
tem, strengthening  the  Nation's  public  health  system  is  a  major 
priority. 
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Within  prevention,  HIV  and  AIDS  activities  make  up  a  substan- 
tial portion  of  our  budget,  and  I  would  be  happy  to  comment  on 
those  in  detail  if  you  should  wish. 

I  would  close  my  prepared  remarks  by  drawing  attention,  sir,  to 
this  brochure  which  is  the  Surgeon  General's  Conference  on  Agri- 
cultural Safety  and  Health  which  will  be  held  in  Des  Moines  the 
first  of  May.  I  look  forward  to  seeing  you  in  Iowa. 

We  are  having  this  conference  because  of  your  leadership  and 
look  forward  to  fliat  which  occurs  in  the  20th  year  of  the  National 
Institute  on  Occupational  Safety  and  Health's  existence.  NIOSH,  as 
you  know,  is  a  part  of  CDC,  and  we  want  to  celebrate  their  20th 
anniversary  with  this  conference  that  we  are  going  to  have  in  your 
home  State. 

PREPARED  STATEMENT 

Again,  I  would  stress  that  CDC  is  the  Nation's  prevention  agen- 
cy. We  are  pleased  to  have  this  recognition  that  you  have  given  us 
with  your  legislation,  that  the  President  has  given  us  with  his 
budget.  There  is  much  that  remains  to  be  done.  Thank  you,  sir, 
very  much. 

[The  statement  follows:] 
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STATEMENT  OF  DR.  ^LLIAM  O.  ROPER 
Mr.  Chaiinnan,  It  is  a  pleasure  to  be  here  today  at  the  beginning 
of  my  second  year  as  Director  of  the  Centers  for  Disease  Control 
(CDC) .     I  am  particularly  pleased  to  be  able  to  testify  on  behalf 
of  the  exceptional  budget  the  Administration  has  proposed  for 
CDC.     It  is  a  budget  that  shows  that  President  Bush  shares  your 
view  and  ours  that  prevention  is  a  prime  means  of  protecting  the 
health  of  our  citizens.     This  is  the  first  time  that  any 
President's  budget  has  devoted  an  entire  chapter  to  prevention 
programs  throughout  the  Federal  government.     Simply  put,  these 
are  exciting  &nd  challenging  times. 

One  of  the  most  rewarding  aspects  of  my  first  year  as  CDC 
Director  has  been  to  work  closely  with  the  talented  and  dedicated 
professionals  who  are  the  heart  and  soul  of  CDC.     As  I  have 
traveled  throughout  the  country  and  recently  to  Africa,  I  have 
learned  the  main  reasons  for  the  agency's  distinction  are  its 
commitment  to  prevention  and  its  willingness  to  be  held 
accountable  to  the  public.     CDC  realizes  that  p\ablic  resources 
come  with  responsibility,  a  responsibility  to  get  the  maximiam 
benefit  out  of  what  you  have  given  us.     We  know  we  must  deliver 
what  we  have  promised.     CDC  willingly  accepts  that 
responsibility . 

Prevention  is  CDC's  mission.     It  makes  sense,  not  only  in  terms 
of  improved  health  and  quality  of  life,  but  also  in  fiscal  terms. 
An  investment  in  prevention  is  an  investment  in  the  future,  and 
CDC  will  use  the  public  funds  entrusted  to  us  to  fulfill  our 
responsibilities  by  improving  the  health  of  the  American  people. 

We  know  the  importance  of  being  ready  to  meet  the  new  prevention 
challenges  that  continually  emerge.     It  is  inciunbent  upon  us  to 
think  about  the  future  even  as  we  cope  with  present  problems 
affecting  the  lives  and  health  of  Americans.     To  remain  in  a 


469 


state  of  readiness  requires  constant  vigilance.    We  will  continue 
to  update  antiquated  equipment  and  repair  aging  structures.  He 
Icnow  that  improving  our  basic  capabilities  lacks  the  glamour  of 
fighting  a  new  deadly  virus .     But  to  continue  to  handle  emergency 
situations  effectively,  as  we  did  last  year  when  a  potentially 
lethal  filovirus  entered  this  country  in  monkeys,  we  must  also  t 
continue  to  invest  in  the  technology  and  trained  personnel 
required  to  maintain  our  competence. 

As  the  national  prevention  agency,  many  of  the  steps  CDC  will 
take  in  FY  1992  will  contribute  to  our  attaining  the  national 
objectives  in  Healthy  People  2000.     CDC  also  has  three  broad 
goals  that  define  our  leadership  responsibilities: 
making  prevention  a  practical  reality, 
o        in^roving  the  health  of  children,  and  ^ 
o        strengthening  the  nation's  pxoblic  health  system. 

Ne  believe  we  can  make  a  difference  in  each  of  these  areas  with  ^ 
our  FY  1992  budget  request  of  $1,430,727,000  in  CDC  program 
activities.     This  represents  a  net  increase  of  $100,141,000  over 
FY  1991.     Of  this  total  request,  $1,396,927,000  is  proposed  as 
new  budget  authority. 

Pff^v^ntipn 

The  increases  in  CDC's  FY  1992  budget  will  enable  us  to  expand 
the  application  of  proven  prevention  strategies,  with  special 
attention  to  children  and  adolescents,  women,  and  economically 
disadvzuntaged  populations. 

o        Smoking  and  health.     Tobacco  use  is  responsible  for  more 

than  one  of  every  six  deaths  in  the  country  and  is  the  most 
important  single  preventable  cause  of  death  and  disease  in 
our  society.     With  our  requested  increase  of  $3.5  million, 
we  plan  to  send  our  message  of  the  hazards  of  tobacco  use  to 
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an  expanded  audience  that  will  specifically  target 
racial/ethnic  minorities r  women,  children  and  adolescents, 
and  blue  collar  workers — groups  that  have  relatively  high 
rates  of  smoking. 

Breast  and  cervical  cancer  mortality  prevention.  About 
50,000  women  die  of  breast  or  cervical  cancer  each  year,  and 
many  of  these  deaths  are  preventable.     Studies  in  the  United 
States  and  Sweden  demonstrated  the  cost-effectiveness  of 
screening  etnd  early  detection  of  these  cemcers.     In  passing 
the  Breast  and  Cervical  Cancer  Mortality  Prevention  Act  of 
1990,  Congress  provided  the  framework  for  CDC's  national 
breast  and  cervical  cancer  control  progrzun.     With  an 
increase  of  $20.7  million  for  this  program,  CDC  will  be  able 
to  fund  comprehensive  prograuns  in  approximately  10  states  in 
1992  2md  ensure  IzJboratory  and  X-ray  quality  assurance 
measures  are  implemented  in  all  50  states. 

Injury  control.     Unintentional  injuries  constitute  the 
fourth  leading  cause  of  death  in  this  coxintry  and  account 
for  more  than  2.3  million  years  of  premature  death.  Every 
51  seconds  someone  is  treated  in  an  emergency  room  for 
injuries  from  a  bicycle  crash,  emd  every  10  hours  someone 
dies  from  those  injuries.     With  an  additional  $2  million  for 
our  injury  control  progrzun  in  1992,  we  will  develop  an 
information  campaign  aimed  at  increasing  the  use  of  child 
safety  seats,  seat  belts,  bicycle  helmets,  and  other 
protective  equipment.     In  this  campaign  we  will  also 
emphasize  the  role  alcohol  plays  in  injuries,  especially 
2unong  teenagers. 

Tuberculosis  control.     Tioberculosis  is  completely 
preventaible,  and  yet  since  1964  more  than  31,000  cases  have 
occurred  eUbove  expected  levels.     The  Department  of  Health 
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and  Hiimzm  Services  has  pxiblished  a  strategic  plan  to 
eliminate  txaberculosis  in  the  United  States  by  the  year 
2010.     To  work  toward  meeting  this  goal,  with  the 
President's  request  for  an  additional  $3.2  million,  CDC  will 
increase  the  number  of  grants  for  txiberculosis  control, 
increase  the  number  of  outreach  workers  by  20  percent,  and 
expamd  prograuns  providing  preventive  therapy  by  40  percent. 

o        Prevention  effectiveness.     If  prevention  is  to  become  an 
integral  part  of  our  nation's  health  care  system,  we  must 
expand  our  knowledge  of  what  works,  in  what  settings,  for 
which  groups.     CDC  is  evaluating  the  efficacy  of  new 
interventions  and  comparing  the  benefits  of  prevention 
programs  with  their  costs.     The  President's  budget  includes 
an  additional  $2  million  for  assessing  prevention 
effectiveness.    With  this  funding,  we  will  be  able  to  be 
more  aggressive  in  evaluating  new  prevention  technologies. 
The  information  we  gain  will  aid  all  of  us  in  making  better 
use  of  our  health  resources. 

Our  children  are  our  most  in^ortauit  investment  and  our  future.  A 
ntamber  of  CDC's  programs  focus  on  the  health  of  children. 

o       Elimination  of  childhood  lead  poisoning.     CDC  had  a  major 
role  in  developing  the  Department  of  Health  amd  Humam 
Services'  Strategic  Plan  for  the  Elimination  of  Childhood 
Lead  Poisoning.    Almost  6  million  children  live  in  houses 
containing  lead-based  paint.     Our  program  encompasses  many 
of  the  activities  recommended  in  the  Strategic  Plan.  Our 
categorical  grant  program  for  screening  and  referral  of 
children  will  reach  about  14  states  by  the  end  of  this  year. 
With  an  additional  $6.8  million,  we  will  be  able  to  expand 
the  program  to  23  states  in  1992. 
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o        Immunization.     Immunization  is  the  most  efficient  and 

successful  method  for  preventing  many  childhood  diseases. 
Immunization  is  the  archetypical  exaunple  where  paying  for  a 
prevention  program  saves  money  by  reducing  medical  care 
costs.     For  exeunpler  immunizations  were  responsible  for 
dramatic  decreases  in  reported  cases  of  vaccine-preventable 
diseases,   and  it  is  estimated  that  savings  for  each  $1  spent 
on  the  measles/mvimps/rubella  vaccine  range  from  $10  to  $14. 
Unfortunately,  in  some  urban  areas,  only  50  to  70  percent  of 
2-year-old  children  may  be  adequately  imm\anized.     With  the 
requested  funding  increases,  we  can  reach  these  children. 
The  President's  budget  includes  em  increase  of  $43.2  million 
to  (1)  buy  as  many  vaccine  doses  as  we  purchased  in  1990, 
(2)   remove  administrative  barriers  to  vaccine  delivery,  (3) 
reward  programts  that  are  most  successful  in  increasing 
immunization  of  2-year-olds,    (4)  expand  outreach 
demonstrations  to  evaluate  coordination  with  public 
assistance  programs,  and  (5)  screen  for  hepatitis  B 
infection  in  95  percent  of  pregnant  women  who  receive 
prenatal  obstetric  care  in  the  public  sector  and  immunize 
edDOut  16,000  infants  against  this  disease. 

o        Infant  mortality.    Although  the  rate  of  infant  mortality 
reached  an  all-time  low  in  1989,  the  rate  of  progress  has 
slowed  and  we  still  have  one  of  the  highest  rates  among 
industrialized  nations.     With  the  requested  increase  of  $5 
million,  we  will  expand  our  support  to  states  for 
surveillance  and  epidemiologic  studies  of  infeint  mortality, 
especially  as  related  to  racial  and  ethnic  disparities. 
Medical  care  costs  for  each  low  birth  weight  baby  are 
between  $14,000  and  $30,000  more  than  for  larger  newborns. 

'  Cigarette  smoking  during  pregnancy  accounts  for  20  to  30 
percent  of  low  birth  weight  infants,  about  14  percent  of 
pre-term  deliveries,  and  about  10  percent  of  infant  deaths. 
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Pregnant  women  will  continue  to  be  one  of  the  specific 
population  groups  CDC  targets  for  smoking  cessation  efforts. 
CDC  plans  to  work  with  states  and  the  Health  Resources  and 
Services  Administration  to  expand  the  Smoking  Cessation  in 
Pregnancy  program  to  as  mamy  states  as  possible. 

b        Sexually  transmitted  diseases  (STDs) .     Reported  cases  of 

congenital  syphilis  increased  from  about  650  in  1988  to  more 
than  7,000  in  1990.    Although  much  of  this  increase  can  be 
attributed  to  widespread  use  of  the  new  case  definition,  the 
upward  trend  is  nevertheless  clear.    With  an  increase  in 
fxjnding  of  $4.6  million  for  sexually  trctnsmitted  disease 
control,  we  will  expand  our  intervention  strategies  for 
high-risk  women  to  prevent  congenital  syphilis.  This 
increase  will  allow  us  to  ensure  syphilis  screening  for 
pregnant  women,  in^rove  comm\anications  between  STD  clinics 
and  hospitals  that  deliver  large  numbers  of  high-risk 
infemts,  and  work  with  prenatal  care  providers  to  identify 
high-risk  mothers  early  in  their  pregnancies. 

Th^  P\ibiig  H^^ith  gygt^m  " 
Just  as  we  need  to  have  the  best  professionals  auid  resources  at 
CDC,  the  nation's  state  and  local  public  health  agencies  need  to 
have  the  best  people  eind  progreuas  to  provide  leadership  in 
prevention.     We  also  need  to  be  able  to  assess  our  progress  in 
improving  public  health,  and  especially  our  progress  in  working 
towards  the  Year  2000  Health  Objectives  for  the  Nation  set  out  in 
Healthy  People  2000. 

o        Preventive  Health  and  Health  Services  Block  Grant.     CDC s 

Preventive  Health  and  Health  Services  Block  Grant  will  serve 
as  a  major  vehicle  to  provide  support  to  states  for 
addressing  the  Year  2000  Objectives.     The  President's  budget 
includes  an  increase  of  $10.6  million  for  the  grant  itself 
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as  well  as  $4.1  million  for  improving  reporting  and  helping 
states  assess  their  progress. 

o        Surveys .     CDC  will  have  a  primary  role  in  assessing  national 
progress  toward  the  Year  2000  Objectives.     We  have  already 
begun  working  with  state  and  local  health  agencies  to 
develop  a  common  set  of  indicators  for  measuring  health  in 
every  community.     The  President's  budget  includes  an 
additional  $14.8  million  to  provide  full  support  for  all  of 
our  existing  national  health  surveys  and  to  expand  the  use 
of  automation  and  better  technology  for  data  collection  and 
reporting. 

HIV  Infection/AIDS 

HIV/AIDS  prevention  programs  remain  a  high  priority  for  the 
nation  as  well  as  for  CDC.     We  continue  to  face  many  challenges, 
including  HIV  infection  in  women  and  children,  slowing  the 
epidemic  sunong  high-risk  youth,  and  preventing  HIV  transmission 
in  rural  America,   in  the  criminal  justice  system,  and  in  health- 
care settings.     In  FY  1991,   funding  for  prevention  programs  for 
HIV/AIDS  made  up  more  thzm  one-third  of  CDC's  overall  budget. 
The  same  high  level  of  funding  appropriated  in  FY  1991 — $494.7 
million — is  requested  for  FY  1992.     This  represents  a  31  percent 
increase  over  FY  1989. 

In  closing,   I'd  like  to  recognize  the  20th  anniversary  of  the 
establishment  of  CDC  s  National  Institute  for  Occupational  Safety 
and  Health  (NIOSH) .     We  are  extremely  proud  of  the  contributions 
that  NIOSH  has  made  in  the  last  two  decades,  emd  we  are  looking 
forward  to  continuing  that  strong  tradition.     We  have  recently 
\indertaken  a  new  challenge  to  improve  farm  safety  amd  health. 
The  9  million  farm  workers  and  family  members  in  this  country 
bear  a  disproportionate  share  of  injuries  and  disease.    As  you 


475 


know,  this  major  health  problem  will  be  the  topic  of  the  Surgeon 
General's  Conference  in  Des  Moines,   Iowa,  next  month. 


Mr.  Chairman,  with  your  support  for  this  budget  request  of 
$1,396,927,000  in  new  budget  authority,  we  will  be  able  to  reach 
more  Americans  with  our  prevention  programs  and  make  a  difference 
in  the  health  of  this  country  emd  the  world. 
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CDC*S  GROWTH 

Senator  Harkin.  Dr.  Roper,  thank  you  very  much. 
I  wonder.  I  have  these  charts  here.  Could  we  kind  of  just  go 
through  those,  and  could  you  highlight  those  for  me? 
Dr.  Roper.  Sure. 

Senator  Harkin.  I  would  appreciate  that. 

Dr.  Roper.  Again,  this  chart  shows  three  priorities.  CDC's  mak- 
ing prevention  a  practical  reality,  improving  the  health  of  children, 
and  strengthening  the  Nation's  public  health  system. 

The  second  chart  makes  a  point  that  I  hope  is  not  lost  on  this  I 
committee,  if  I  can  be  blunt  about  it.  This  deals  with  our  budget 
over  the  decade  of  the  1980's,  The  top  of  those  bars  is  the  overall 
budget  for  the  Centers  for  Disease  Control,  left  hand  1981  fiscal 
year  and  the  President's  budget  for  1992  at  the  right  hand. 

As  you  can  see,  we  have  grown  from  almost  $300  million  to  $1.4 
billion,  truly  stupendous  gp*owth  over  that  period.  However,  if  you 
look  within  the  numbers,  it  tells  a  different  story.  The  red  portion 
of  the  bar  is  AIDS  funding.  It  is  an  important  activity.  We  are 
spending  the  money  well,  we  believe,  but  a  large  part  of  our  budget 
growth  IS  directed  at  AIDS  and  HIV. 

The  green  is  programs  that  were  newly  added  to  our  activities; 
that  is,  things  like  Lyme  disease  which  you  mentioned  in  your 
question  earlier  on  injury  control.  Those  were  activities  that  were  ' 
not  there  in  1981.  So  most  of  our  expansion  has  gone  into  those 
new  areas. 

The  blue  portion  of  the  bar  is  what  I  want  to  draw  your  attention 
to  particularly.  That  is  what  we  call  our  core  programs.  Those  are 
the  nongrant  programs  which  represent  CDC's  ability  to  meet  im- 
expected  problems  should  they  come  along. 

Over  this  12-year  period,  core  programs  have  actually  gone  down 
in  nominal  dollars  and  has  surely  gone  down  when  you  apply  the 
biomedical  price  deflator,  which  is  represented  by  the  black  line. 
That  erosion  of  our  core  is  what  has  lead  us  to  take  a  number  of ' 
economy  measures  over  this  12-year  period.  We  are  to  the  point 
that  we  are  starving  to  death  internally  while  at  the  same  time  en- 
joying this  rich  abundance  of  cash  for  new  activity.  It  is  a  problem 
that  we  have  had  a  chance  to  talk  with  your  staff  about  in  great 
detail,  and  I  would  welcome  a  chance  to  visit  with  you  more. 

INFRASTRUCTURE 

We  badly  need  the  support  for  CDC's  own  infrastructure,  mean- 
ing people  and  laboratories  and  equipment  and  so  on,  if  we  are 
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going  to  be  the  leaders  in  prevention  that  we  and  you  want  us  to 
Let  me  just  quickly  go  through  the  remainder  of  the  charts. 

CARE  FUNDING 

Dr.  Mason  mentioned  the  CARE  funding,  the  AIDS  funding.  This 
chart  makes  the  point  that  iinder  the  CAKE  legislation  some  States 
will  enjoy  an  increase  in  funding.  However,  most  of  them  will  see 
a  decrease  in  funding  because  of  the  way  the  formula  in  the  chart 
reapportions  the  flow  of  dollars. 

When  you  look  within  the  total  at  the  amount  of  funding  that 
goes  for  counseling  and  testing,  you  see  in  red  those  States  that 
will  have  a  decrease  in  funding,  and  the  increases  are  hard  to  find. 

**HEALTHY  PEOPLE  2000" 

Then  the  final  chart,  if  I  may  draw  one  other  analogy  to  Desert 
Storm.  People  these  davs  in  their  op-ed  columns  are  telline  us  what 
the  lessons  are  to  be  drawn  from  Desert  Storm.  One  of  them  is  to 
have  clear  objectives.  You  just  talked  about  "Healthy  People  2000." 
These  are  the  objectives  where  we  want  to  go  in  prevention. 

The  second,  insuring  popular  and  political  support,  is  why  we  are 
having  this  hearing.  We  are  trying  to  convince  each  other  and, 
through  you  and  us,  the  Nation,  that  prevention  is  a  powerful  idea 
whose  time  has  come. 

Third,  there  are  some  of  us  who  presume  to  be  public  health  gen- 
erals or  admirals,  and  we  would  like  the  ability  to  do  our  job  just 
as  Powell  and  Scnwarzkopf  were  allowed  to  do  their  job.  However, 
we  have  to  be  just  as  successful  in  delivering  results  as  they  were 
if  we  are  going  to  be  able  to  be  given  reign  to  do  our  jobs  in  the 
future. 

Finally,  the  effort  in  the  gulf  was  successful  because  they  applied 
massive  effort  against  a  problem.  Again,  sir,  that  is  why  we  are 
here  today,  trying  to  get  some  of  this  massive  effort  that  we  can 
use  in  fignting  the  battle  for  prevention. 

Thank  you,  sir. 

Senator  Harkin.  Thank  you.  Dr.  Roper. 
I  would  recognize  Senator  Specter. 

funding  for  unexpected  issues 

Senator  Specter.  Thank  you,  Mr.  Chairman.  I  regret  my  un- 
availability for  most  of  the  hearing  today.  I  came  in  a  short  while 
ago.  We  had  a  hearing  on  the  Defense  Appropriations  Sub- 
committee. We  have  multiple  hearings  going  on  all  the  time,  but 
there  were  two  major  issues  there,  a  carrier  fleet  which  impacts  on 
the  Philadelphia  Navy  Yard,  and  the  V-22,  which  impacts  very 
heavily  on  my  State.  These  required  my  primary  attention  this 
morning. 

When  vou  made  a  comment  about  agency  programs  you  had 
funding  for  but  now  some  new  programs  you  have  funds  available 
that  you  will  be  inquiring  into,  I  did  not  fully  imderstand  what  you 
said  on  that.  Doctor. 

Dr.  Roper.  It  is  a  general  point  that  I  am  sure  vou  have  heard 
from  other  agencies.  Senator.  We  typically  receive  mnding  directed 
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at  newly  discovered  problems  or  hot  issues,  hot  topics.  While  we 
are  happy  to  get  that  directed  funding,  what  we  especially  need  is 
support  for  our  base  program,  because  it  is  that  core  that  allows 
us  to  be  ready  for  unexpected  problems. 

Last  year,  for  example,  we  had  a  real  scare  about  a  new  virus 
that  could  have  been  a  major  public  health  threat  in  this  country. 
It  was  brought  in  through  monkeys  being  imported  into  the  coun- 
try. Nobody  could  have  predicted  that  problem.  We  need  the  capa- 
bility to  be  prepared  to  deal  with  these  unexpected  issues  when 
they  come  along. 

POWER  LINES  IN  SCRANTON,  PA 

Senator  Specter.  Dr.  Roper,  one  issue  which  has  received  a  fair 
amount  of  notoriety  and  has  been  a  matter  of  concern  in  Scranton. 
PA,  has  been  the  question  as  to  whether  high  voltage  electrical 
lines  are  related  to  cancer  incidence  or,  more  specifically,  to  leuke- 
mia. 

Dr.  Roper.  Yes,  sir. 

Senator  Specter.  I  would  be  interested  to  know  if  you  have  any 
insights  into  that  issue. 

Dr.  Roper.  I  do  not  have  personal  insights.  I  am  quite  familiar 
with  the  issue.  Senator.  The  National  Institute  on  Occupational 
Safety  and  Health,  one  of  CDC's  agencies,  is  conducting  several 
studies  about  electromagnetic  fields  and  their  potential  to  cause 
health  problems  and  has  recently  convened  a  national  meeting  on 
the  subject.  The  National  Cancer  Institute  is  similarly  conducting 
studies  in  that  area,  and  I  think  the  summary  statement  is  the 
jury  is  out  on  the  issue  of  power  lines  and  their  effect  on  health. 

Senator  Specter.  I  had  made  an  inquiry  about  the  possibility  of 
a  study  as  it  relates  to  a  specific  locale,  which  is  Scranton,  an  area 
I  had  visited.  It  illustrates  the  problem,  very  high  powered  lines 
and  representations  by  people  in  the  community,  who  are  alarmed 
to  the  maximum  extent  about  cancer,  leukemia,  illnesses  of  people 
in  that  immediate  vicinity. 

What  is  the  reality.  Dr.  Roper,  on  the  availability  of  your  organi- 
zation to  make  an  inquiry  on  such  an  issue  to  try  to  make  a  factual 
determination  as  to  whether  that  is  a  cause  of  the  maladies  or  ill- 
nesses in  the  area? 

Dr.  Roper.  I  am  not  aware  of  the  Scranton  request  in  particular. 
I  would  love  to  get  it  and  discuss  it  with  you  or  your  staff  and  the 
people  locally  there  in  Scranton.  We  do  those  kinds  of  studies,  and 
other  parts  of  the  Public  Health  Service  do  them  as  well.  We  would 
like  to  take  a  look  at  it  carefully.  i 

Senator  Specter.  I  had  written  to  you.  Dr.  Roper,  back  on  No-  i 
vember  20  concerning  this  issue.  Let  me  make  this  correspondence 
available  to  you. 

Dr.  Roper.  Yes,  sir. 

Senator  Specter.  I  realize  that  you  have  a  very  heavy  volume, 

but  I  would  appreciate  your  reviewing  this  

Dr.  Roper.  I  would  be  happy  to,  sir. 

Senator  Specter  [continuing].  And  making  a  response  as 
promptly  as  you  can. 
Dr.  Roper.  Yes,  sir. 

Senator  Specter.  Thank  you  very  much.  [ 
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Thank  you,  Mr.  Chairman. 

Senator  Harkin.  Thank  you,  Senator  Specter. 

Can  I  ask  a  nice  softball,  leading  question  here.  Dr.  Roper. 

Dr.  Roper.  Yes,  sir. 

CHANGING  THE  NAME  OF  CDC 

Senator  Harkin.  The  Centers  for  Disease  Control  is  the  central 
agency  on  disease  prevention  and  health  promotion.  In  an  effort  to 

five  proper  recognition  of  this  work  and  to  better  showcase  the 
ederal  Government's  growing  commitment  to  prevention — ^as  you 
said,  its  time  has  come,  and  I  had  not  thought  of  it  that  way,  but 
I  think  you  are  right — ^would  it  make  sense  for  CDC*s  name  to  in- 
clude prevention? 

We  talked  about  that.  I  do  not  know.  Some  people  say,  well,  it 
is  not  that  big  a  deal.  I  am  sensitive  to  the  fact  that  Centers  for 
Disease  Control  is  a  name  that  is  well  recognized.  People  know 
what  it  is.  It  has  a  very  cognitive  recognition  right  away. 
Dr.  Roper.  Yes,  sir. 

Senator  Harkin.  I  am  just  wondering  if  adding  that  word  "pre- 
vention" in  there.  Centers  for  Disease  Prevention  and  Control, 
might  heighten  the  awareness  of  people  on  prevention  and  also  to 
give  you  a  stature  there — ^you  are  already  doing  the  work — to  high- 
light that  portion  of  your  work. 

Dr.  Roper.  It  is  a  good  question,  and  I  may  take  a  minute  to  an- 
swer you. 

CDC  has  been  around  for  45  years.  We  are  the  Nation's  preven- 
tion agency,  and  I  want  to  stress  that  point.  There  are  a  lot  of  peo- 

Ele  who  are  happy  to  jump  on  the  prevention  bandwagon.  We  have 
een  doing  prevention  for  45  years  and  want  to  do  much  more  of 
it.  You  can  be  sure  of  that. 

In  Dr.  Mason's  presentation  to  you  showing  the  portion  of  the 
PHS  budget  that  is  devoted  to  prevention,  all  of  our  budget  was  in 
there  because  it  is  generally  recognized  and  appropriately  so  that 
everything  we  do  is  prevention. 

Your  question  is,  would  we  be  advantaged  by  changing  our  name 
to  include  the  word  "prevention."  I  confess  that  the  very  res- 
ervation you  mentioned  was  utmost  in  my  mind  when  I  first  heard 
of  your  bill;  that  is,  we  have  a  name  that  means  something  to  peo- 
ple, just  like  the  initials  NIH  and  FDA  and  whatever  conveys 
something  to  folks.  But  if  that  is  what  it  takes  to  get  the  message 
across  that  we  are  prevention  and  we  are  the  Nation's  prevention 
agency,  I  have  to  say  I  have  an  open  mind  leaning  toward  enthu- 
siasm and  appreciate  your  support. 

Senator  Harkin.  Thank  you.  I  am  sensitive  to  it.  You  do  not 
want  to  iust  change  something  that  people  recognize,  but  if  it  will 
help  and  really  promote  it  and  get  you  out  there  in  the  public's 
mind  on  this,  well,  then,  maybe  it  is  something  we  ought  to  do.  I 
wanted  to  discuss  it  with  you  and  see  if  that  is  the  direction  in 
which  we  might  want  to  go. 

I  have  to  tell  you  in  response  to  what  you  just  said  that  I  rec- 
ognize what  you  have  been  in  the  Centers  for  Disease  Control  for 
all  these  years.  You  say  you  want  to  do  more  in  that  area,  and  if 
I  have  anything  to  say  about — ^and  I  think  I  will  have  some  say 
about  it — I  can  guarantee  you  that  for  the  next  5  or  6  years  we  are 
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going  to  be  working  veiy  closely  with  you  on  this  whole  area  of  pre- 
vention. 

Dr.  Roper.  Right.  If  I  can  just  put  in  a  commercial  now,  when 
you  think  prevention  think  CDC.  [Laughter.] 

Senator  Harkin.  You  are  right.  Do  not  worry,  I  will. 

I  really  want  to  also  get  a  better  handle  on  this.  I  was  just  talk- 
ing to  staff  about  this  core  support  thing.  You  are  right.  We  come 
in  and  we  say  we  want  you  to  focus  on  AIDS,  we  want  you  to  focus 
on  this  and  start  targeting  all  these  things.  Not  to  say  that  is  bad, 
but  if  we  start  going  out  there  after  all  these  individual  things  and 
your  whole  core  support  out  there  erodes,  we  might  be  setting  our- 
selves up  for  a  really  bad  situation  if  we  have  an  outbreak  here  of 
whatever  it  might  be. 

Dr.  Roper.  Yes,  sir;  and  I  surely  do  not  want  to  be  the  CDC  Di- 
rector hauled  before  a  committee  of  the  Congress  and  beat  upon  for 
not  being  ready.  We  want  to  be  prepared  for  even  unexpected  prob- 
lems to  come  along. 

Your  colleague.  Senator  Bumpers,  was  down  to  see  us  back  in 
January,  and  we  took  him  through  some  of  our  laboratory  facilities 
that  are  doing  good  work  for  the  Nation.  Those  laboratories  were 
designed  in  the  fifties  and  are  badly  in  need  of  upgrading  to  be 
state-of-the-art  science.  That  is  part  of  this  issue  about  the  core 
that  I  was  telling  you  about. 

Senator  Harkin.  He  beat  me  to  it,  but  I  want  you  to  get  ready 
for  a  visit  by  me.  I  am  coming  down  there  shortly. 

Dr.  Roper.  Thank  you,  sir. 

Senator  Harkin.  I  will  give  you  plenty  of  notice. 

Dr.  Roper.  Give  us  1  hour,  and  we  will  be  ready. 

conference  on  farm  safety 

Senator  Harkin.  I  will  give  you  more  notice  than  that. 
I  am  glad  you  are  doing  that  conference  on  the  farm  safety  and 
stuff  like  that. 

Dr.  Roper.  It  is  a  problem  that  has  largely  gone  unrecognized, 
but  farming  is  a  very  hazardous  occupation,  and  we  are  anxious  to 
highlight  to  the  public  what  can  be  done  to  make  tractors  safer  and 
a  variety  of  other  things. 

RESEARCH  PAPER  ON  FARM-RELATED  INJURIES 

Senator  Harkin.  Remind  me  to  send  to  Dr.  Roper — a  nurse  in 
Iowa  whose  name  is  Carolyn  Kern  did  a  study. 

Do  I  have  it  there?  That  is  it.  I  did  not  know  you  had  it.  I  was 
not  prepared  to  talk  about  this,  but  Carolyn  Kern  did  a  research 
paper  on  farm-related  iniuries  to  children.  It  was  a  study  that  was 
not,  how  do  I  say,  a  full  study,  but  just  to  see  if  there  really  is 
something  there  worth  looking  into.  She  wrote  an  article  about  it. 

Her  conclusion  substantiates  the  suspicion  that  farm  safety  for 
Iowa's  children  is  a  problem.  She  did  it  only  in  Iowa.  I  recommend 
it  to  you.  Perhaps  during  your  time  in  Iowa  you  might  want  to 
bring  her  in. 

Dr.  Roper.  I  would  love  to  visit  with  her. 

Senator  Harkin.  She  is  a  registered  nurse,  and  she  is  also  the 
wife  of  a  farmer  and  lives  on  a  farm.  When  I  was  reading  the  arti- 
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cle,  it  really  is  quite  startling,  the  number  of  kids  who  are  hurt  on 
farms. 

A^ain,  I  will  just  tell  you  that  what  has  happened  is  that  our 
mawiinery  has  gotten  bigger,  it  has  gotten  quicker,  it  is  more 
mechanized,  and  things  just  work  a  lot  faster  than  they  used  to. 
A  lot  of  these  kids  are  out  there  and  are  either  aroimd  the  machin- 
ery or  they  are  working  on  weekends  and  Saturdays  and  after 
school,  and  a  lot  of  serious  injuries  are  occurring  to  these  kids.  So 
I  would  really  appreciate  your  looking  at  that.  I  will  send  along 
this  study  

Dr.  Roper.  Just  to  make  your  point,  if  I  could.  Senator,  300  chil- 
dren per  year  die  from  farm-related  accidents.  That  is  a  sizable 
number. 

EDUCATION  PROGRAM  TO  PREVENT  FARM-RELATED  INJURIES 

Senator  Harkin.  Are  you  looking  at  steps  that  should  be  taken 
to  get  a  health  or  education  program  into  schools  that  are  basically 
in  rural  areas  to  prevent  injuries  to  children  living  on  farms? 

Dr.  Roper.  Yes,  sir;  part  of  this  whole  effort  on  farm  safety  and 
health  is  to  develop  educational  outreach  capabilities.  In  another 
part  of  CDC,  over  the  last  couple  of  years,  we  have  developed  close 
relationships  with  the  schools  in  our  HIV  and  AIDS  education  ef- 
forts. We  are  anxious  to  marry  those  to  deliver  messages  on  farm 
safety  and  health  in  the  schools. 

BIRTH  DEFECTS  FROM  CHEMICALS  IN  FARMING 

Senator  Harkin.  One  other  thing.  It  is  my  understanding  that 
birth  defects  are  the  leading  cause  of  infant  mortality  in  rural 
States  and  that  studies  have  shown  an  association  between  those 
I    birth  defects  and  chemicals  used  in  farming. 

Is  CDC  doing  anything  to  look  at  this  problem? 

Dr.  Roper.  Yes,  sir;  we  have,  as  part  of  the  farm  safety  and 
health  activity,  a  study  underway  surveying  the  health  problems 
on  the  farm,  including  birth  defects.  We  will  have  more  to  report 
to  you  on  that  score  later,  but  we  are  investigating  it. 

SMOKING 

Senator  Harkin.  Very  good.  I  wanted  to  ask  you  about  smoking, 
but  I  covered  that  pretty  well  with  Dr.  Mason.  If  you  have  any  ob- 
servations on  this  

Dr.  Roper.  I  would  just  say  that  your  ardor,  your  ire,  if  you  will, 
jl  is  appropriate.  We  ought  to  stop  this  Nation  from  killing  so  many 
'  people  through  smoking.  It  is  a  national  tragedy  that  should  be  a 
1    real  embarrassment  to  us.  We  have  a  long  way  to  go. 

TAX  DEDUCTIBIUTY  FOR  ADVERTISING  TOBACCO 

Senator  Harkin.  Yes;  we  do,  and  I  have  stuck  my  neck  out  a  cou- 
ple of  times  on  this,  and  I  am  going  to  stick  it  out  again  here  today. 
I  will  probably  get  my  head  taken  off,  but  that  is  all  right.  We  have 
i    public  policies  in  this  country. 

You  know,  right  now  we  spend  all  this  money  in  the  (Government 
to  try  to  cut  down  on  people  smoking.  We  know  it  is  a  health  risk. 
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We  know  from  the  figures  it  is  a  leading  cause  of  death.  Yet,  we 
turn  right  around  ana  make  it  a  Federal  policy  that  tiiose  who  ad- 
vertise tobacco  products  get  a  tax  deduction  for  doing  so.  All  adver- 
tising is  deductible  as  a  cost  of  doing  business.  But  that  is  a  policy 
of  the  Government  to  promote  business  activities  in  those  areas. 

This  is  outside  of  your  bailiwick,  but  I  am  questioning  it.  I  ques- 
tion whether  or  not  we  should  look  at  this  whole  structure  of  tiie 
tax  deductibility  for  advertising  for  tobacco.  We  have  taken  tobacco 
off  the  airways,  but  in  your  newspapers  and  magazines,  all  the 
things  that  kids  get  their  hands  on,  yoimg  people,  and  read,  to- 
bacco is  still  glorified  as  socially  acceptable.  I  am  wondering  if  we 
should  examine  that  policy. 

Dr.  Roper.  I  appreciate  your  caveat. 

Senator  Harkin.  You  do  not  have  to  comment. 

Dr.  Roper.  I  would  like  to  comment.  I  appreciate  your  caveat 
that  I  do  not  do  tax  policy,  but  I  agree  with  your  point  earlier  that 
we  need  to  take  a  number  of  steps,  as  a  Nation,  to  say  that  smok- 
ing and  all  of  the  things  that  go  to  support  smoking  are  socially 
unacceptable.  We  are  just  not  going  to  say  that  we  look  with  favor 
or  even  tolerate  such  activities.  That  is  the  direction  in  which  we 
are  headed. 

Secretary  Sullivan  has  been  by  far  the  most  outspoken  Secretary 
on  this  issue,  and  this  budget  from  the  President  which  I  have  just 
quoted  doubles  the  budget  in  the  Office  on  Smoking  and  Health, 
the  first  increase  in  more  than  a  decade. 

We  need  to  do  much  more,  though,  and  it  is  directed  at  smoking 
on  airlines,  tax  policy,  vending  machine  availability,  a  whole  vari- 
ety of  things  that  could  be  done  if  we  were  of  a  mind  to  say  we 
are  just  going  to  make  smoking,  if  not  illegal,  very  hard  to  do. 

Senator  Harkin.  I  do  not  know  that  we  want  to  go  so  far  as  to 
make  it  illegal.  Prohibition  just  does  not  work,  but  at  least  we 
could  cut  down  on  the  glorification  of  tobacco  as  being  socially  ac- 
ceptable, the  usage  of  it  for  young  people. 

Dr.  Roper.  Yes,  sir. 

Senator  Harkin.  We  ought  to  look  at  whatever  ways  we  can  to 
cut  down  on  that. 

Anyway,  I  was  just  throwing  that  out.  I  suppose  I  will  hear  more 
about  what  I  just  said  later  on. 

Senator  Bumpers. 

Senator  Bumpers.  Thank  you,  Mr.  Chairman.  Doonesbury  is 
doing  a  pretty  good  job. 
Senator  Harkin.  Who? 

Senator  Bumpers.  Doonesbury.  Do  you  not  read  Doonesbury? 
Senator  Harkin.  Yes,  sure. 

Senator  Bumpers.  Maybe  he  is  doing  more  good  than  all  the 
money  we  are  spending  on  educating  people  against  the  evils  of 
smoking. 

Senator  Harkin.  What  do  you  think,  Senator  Bumpers,  about  the 
tax  deductibility  for  advertising  tobacco?  Is  that  something  you 
think  we  should  be  looking  at  or  not?  I  do  not  know.  It  occurs  to 
me  that  on  the  one  hand  we  are  putting  out  all  this  money  to  stop 
it,  and  on  the  other  hand  we  say  you  can  write  it  off  on  your  taxes. 
Senator  Bumpers.  Do  yon  have  a  bill  in  to  do  that?  [Pause.] 
Do  you  have  so  many  in  you  cannot  remember?  [Laughter.] 
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Senator  Harkin,  For  a  number  of  years  Congressman  Brown  and 
I  on  the  House  side  did  have  a  bill  in  on  both  alcohol  and  tobacco. 
Obviously  we  never  got  anywhere. 

Senator  Bumpers.  I  think  it  is  certainly  constitutional,  and  it 
might  be  highly  desirable. 

You  know,  I  have  just  read  a  book  called  "Barbarians  at  the 
Gate,"  which  is  a  story  that  reads  much  more  interestingly  than 
"Gone  With  the  Wind,"  on  a  leveraged  buyout  of  the  RJR-Nabisco 
Co.  One  of  the  reasons  that  Ross  Johnson,  who  is  president  of  the 
company,  wanted  to  buy  it  was  because  the  stock  stayed  static,  and 
the  company  was  just  a  cash  cow.  It  made  a  lot  of  money,  took  in 
a  lot  of  money;  it  was  all  cash  and  had  a  tremendous  cash-flow.  He 
was  always  agitated  because  the  stock  did  not  go  up  according  to 
their  profits.  He  says  it  was  because  the  public  reception  was  they 
were  trying  to  sell  cancer  with  Winston-Salem  cigarettes. 

It  is  an  interesting  story.  I  would  recommend  that  book  to  any- 
body. It  is  one  of  the  most  fascinating  books,  and  I  think  about  the 
abuse  Members  of  Congress  take  about  ethics.  I  will  go  no  further. 
I  will  just  recommend  that  book  to  you. 

Dr.  Roper,  first  let  me  pubHcly  thank  you  for  the  magnificent 
hospitality  all  of  you  extended  to  me  while  I  was  in  Atlanta. 

Dr.  Roper.  It  was  kind  of  you  to  come,  sir. 

DIARRHEA 

Senator  Bumpers.  It  was  very  educational. 

Just  for  the  record,  one  of  the  things  I  learned  there,  Mr.  Chair- 
man, that  I  foimd  fascinating  was  that  10  percent  of  all  the  hos- 
pital admissions  of  U.S.  children  are  for  diarrhea.  About  500  kids 
die  needlessly  every  year  fi*om  this  condition.  When  our  babies 
were  young,  it  was  a  real  threat  and  it  scared  us  to  death  all  the 
time. 

I  saw  just  this  morning.  Dr.  Roper,  in  this  morning's  Post  about 
the  shortage  of  rehydration  salts  in  Peru  where  the  cholera  out- 
break is  so  great.  When  I  think  about  what  a  simple  package  that 
is,  it  is  just  incredible  that  anybody  in  any  nation  would  be  short 
on  those  little  packages  of  rehydration  salts,  which  solve  a  big  per- 
centage of  the  problems  apparently. 

Dr.  Roper.  Yes,  sir. 

[Senator  Harkin  left  the  hearing  for  another.  Senator  Bumpers 
agreed  to  assume  chair.] 

MEASLE  CASES 

Senator  Bumpers  [presiding].  Let  me  get  down  first  of  all  to 
measles.  Without  going  through  ground  that  we  covered  in  Atlanta 
and  that  you  probably  already  covered  before  I  got  here,  what  does 
it  look  like  right  now?  In  1990  preliminary  estimates  were  about 
25,000  measle  cases,  up  fi-om  18,000  in  1989.  Where  are  we  headed 
now  so  far  in  1991? 

Dr.  Roper.  We  are  happy  to  report,  though  we  do  not  fiilly  have 
an  explanation  for  it,  that  in  1991  cases  are  substantially  down 
fi^om  what  they  were  in  1990.  We  believe  that  is  due  in  part  to  ag- 
gressive vaccination  programs  in  the  cities  that  have  been  hardest 
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hit  with  the  epidemic.  If  this  current  pattern  persists,  we  will  have 
fewer  cases  of  measles  in  1991  than  we  had  in  1990. 

The  principal  problem,  though,  remains;  that  is,  large  numbers 
of  young  children,  1-  and  2-year-olds,  in  inner-city  poor  neighbor- 
hoods who  are  not  appropriately  immunized  against  measles.  That 
problem  still  remains  whatever  the  up  and  down  fluctuations  may 
be. 

LACK  OF  IMMUNIZATION 

Senator  Bumpers.  Just  a  very  quick  note.  Dr.  Roper.  As  you 
know,  the  Supreme  Court  has  just  recently  sort  of  limited  what 
people  can  do  in  the  name  of  religious  freedom.  I  must  say  I  am 
ambivalent  about  it.  It  is  an  immensely  complex  thing,  but  I  do  not 
believe  that  people  ought  to  be  allowed  to  refuse  immunizations  for  » 
their  children  on  religious  grounds,  because  that  affects  everybody 
else. 

As  you  know,  we  have  cases  in  this  country  right  now,  several 
cases  of  people  who  will  not  allow  their  children  to  be  immunized, 
and  that  poses  a  real  threat. 

To  get  back  to  a  more  macro  subject,  are  these  measles  outbreaks 
caused  more  by  breakdown  in  the  delivery  system  or  because  we 
have  now  discovered  the  vaccine  is  not  as  efficacious  as  we  thought 
it  was;  or  is  it  both? 

Dr.  Roper.  It  may  be  some  of  both.  It  is  dominantly  a  problem 
in  the  delivery  system.  We  have  work  underway.  CDC  has  the 
leaders  in  this  area  looking  at  how  efficacious  the  measles  vaccine 
is. 

The  problem  we  have  is  of  children  just  not  being  immunized  at 
all. 

Senator  Bumpers.  I  am  sorry.  Dr.  Roper? 

Dr.  Roper.  The  problem  is  children  just  never  getting  any  kind 
of  shot,  whether  it  is  good,  or  bad,  or  indifferent.  They  are  never 
immimized  at  least  at  the  appropriate  age,  15  months  or,  in  some 
cases,  12  months. 

Senator  Bumpers.  Now  we  talked  about  how  it  is  a  problem  in 
the  inner  city.  On  college  campuses  it  is  probably  more  a  question 
of  the  vaccine  not  being  as  efficacious.  Would  that  be  a  correct 
statement? 

Dr.  Roper.  Yes,  sir. 

Senator  Bumpers.  In  the  inner  cities  and  areas  like  the  delta  of 
Arkansas,  Mississippi,  and  Louisiana,  it  is  probably  more  of  a  de- 
livery system  problem. 

Dr.  Roper.  Right. 

Senator  Bumpers.  Where  they  never  got  their  first  shot. 
Dr.  Roper.  Right. 

Senator  Bumpers.  So  we  are  going  to  have  to  make  a  two-  I 
pronged  attack  on  measles  if  we  are  going  to  succeed.  Is  that  cor-  i 
rect?  I 

Dr.  Roper.  Yes,  sir;  we  have  a  problem  of  very  young  children 
not  being  immunized  and  then  the  need  to  give  a  second  dose  of 
measles  to  school  enterers,  junior  high,  or  college  age,  along  in 
there. 
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INCENTIVE  GRANTS  AND  VACCINE  DELIVERY 


Senator  Bumpers.  Now  there  are  two  things  in  your  budget  here. 
No.  1,  the  President,  to  his  credit,  has  asked  for  and  obviously  will 
receive  a  $40  million  increase  this  year  in  this  program;  $20  mil- 
lion of  the  increase  is  in  what  you  call  incentive  grants. 

Dr.  Roper.  Yes,  sir. 

Senator  Bumpers.  Now  also  there  is  a  $6,300,000  addition  for 
vaccine  delivery.  Now  how  do  incentive  grants  and  vaccine  delivery 
differ?  How  do  those  two  programs  work? 

Dr.  Roper.  The  vaccine  delivery  line  is  to  support  Federal  per- 
sonnel who  would  deliver  technical  assistance;  that  is,  advice  to 
State  and  local  health  departments  and  others  about  how  to  re- 
move barriers  and  improve  vaccine  delivery.  So  it  is  CDC  sending 
experts  out  into  the  field. 

The  $20  million  incentive  grants  are  grants  particularly  to  State 
health  departments  to  give  them  incentives  to  improve  their  vac- 
cination levels  among  young  children,  again  these  preschoolers  that 
we  have  been  talking  about.  So  it  is  money  that  would  go  out  to 
support  their  activities. 

Senator  Bumpers.  This  is  an  outreach  program,  in  effect.  Is  that 
what  you  are  saying? 

Dr.  Roper.  Yes,  sir;  as  you  know,  the  Federal  Government  has 
for  years  spent  a  large  amount  of  money  in  grants  to  siipport  par- 
ticularly State  and  local  health  departments.  In  the  President's 
budget  there  is  a  total  of  $208  million  which  would  be  so  spent. 
This  $20  million  is  a  part  of  that  $208  million. 

Senator  Bumpers.  OK  In  that  connection,  we  have  a  lot  of 
States  who  say  that  they  just  do  not  have  the  money  to  provide  the 
kinds  of  incentives  and  vaccine  delivery  systems  that  they  would 
like  to  have.  Now  would  you  say  your  incentive  grant  program  is 
designed  more  to  help  those  States  that  are  already  doing  a  good 
job?  Do  you  think  that  is  a  good  idea  when  you  have  other  States 
who  simply  do  not  have  the  money  to  do  a  good  job? 

Dr.  Roper.  Yes,  sir;  the  design  we  have  put  forward  to  you  is  one 
that  would  say  States  that  are  not  doing  a  good  job  now  or  were 
not  doing  a  good  job  in  the  past  but  who  have  made  an  effort  to 
help  themselves  and  have  begun  to  improve  would  be  rewarded  for 
those  first  steps  in  improvement  and  would  be  able  to  go  on  and 
do  yet  more.  I  guess  the  theory  behind  it  is  sort  of  the  Federal  Gov- 
ernment will  help  those  who  help  themselves. 

I  understand  your  concern  that  there  are  some  States  like  yours 
of  Arkansas  ana  mine  of  Alabama  that  are  in  desperate  financial 
shape  generally,  but  our  design  here  is  to  give  a  boost  to  those  who 
are  beginning  to  improve  themselves. 


,  Senator  Bumpers.  Do  you  have  a  formula  worked  out  on  how  you 
ij    are  going  to  do  this? 

Dr.  Roper.  My  staff  is  working  on  that,  but  we  do  not  

Senator  Bumpers.  I  would  like  to  have  access  to  that  as  soon  as 
you  finish  it,  because  that  is  really  troublesome  to  me. 

Dr.  Roper.  The  alternative  way  to  formulate  it,  if  I  understand 
you,  would  be  to  say  those  who  are  worst  off,  the  lowest  level, 
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ought  to  get  the  money,  and  it  could  be  done  that  way.  I  take  your 
point. 

Senator  Bumpers.  As  I  ^ay,  I  am  ambivalent  about  it  because  I 
am  reluctant  to  reward  people  who  are  not  trying  to  help  them- 
selves. By  the  same  token,  we  are  dealing  with  a  nealth  problem, 
and  that  transcends  normal  rationales  that  we  use  around  here  in 
cases  hke  that. 

DEMONSTRATION  PROJECTS  FOR  VACCINES 

Staff  was  telling  me  about  Los  Angeles,  who  said  that  they  would 
not  go  into  the  demo  projects  unless  they  thought  this  kind  of  as- 
sistance was  going  to  be  continued.  Are  you  talking  about  once  they 
do  it  that  it  woulof  be  continued? 

They  are  saying  it  is  not  worth  it  to  do  a  one  shot. 

Dr.  Roper.  What  we  are  talking  about  is  the  need  to  step  up 
total  commitment.  State,  local  and,  in  this  case.  Federal  commit- 
ment to  vaccine  delivery.  No  question  about  that.  It  is  not  a  one- 
time effort.  There  are  going  to  be  children  next  year  who  need  to 
be  immunized,  too. 

Senator  Bumpers.  You  know,  you  and  I  talked  about  the  possibil- 
ity of  sort  of  a  one-stop  shopping  demonstration  project  in  the 
delta. 

Dr.  Roper.  Yes,  sir. 

Senator  Bumpers.  Could  you  use  this  money  for  something  Hke 
that? 

Dr.  Roper.  We  have  asked  for  another  chunk  of  money  on  the 
immxinization  line,  $8.7  million,  to  do  demonstrations  of  the  sort 
that  you  have  described.  Yes,  sir;  some  of  that  money  could  go  to 
support  a  demo  like  what  you  have  suggested. 

We  currently  have  demonstrations  underwav  in  New  York  City, 
Jersey  City,  and  Chicago,  and  what  we  would  nope  to  use  this  $8.7 
million  for  is  to  do  other  demonstrations  of  that  sort. 

IMMUNIZATION  PROGRAMS 

Senator  Bumpers.  Dr.  Roper,  when  I  first  got  into  this,  and  I 
should  say  when  Mrs.  Bumpers  first  got  into  it,  we  immimized  al- 
most 300,000  children  one  Saturday.  We  did  it  in  National  Guard 
armories,  we  did  it  in  churches,  we  did  it  in  schools,  we  used  every 
public  facility  we  could  find.  You  and  I  have  discussed  before  that 
no  matter  how  much  money  we  have  in  this  pro-am,  unless  we 
can  somehow  convince  the  mamas  and  papas  to  bring  the  children 
in  to  be  immimized  it  will  never  be  successful. 

I  cannot  speak  for  the  inner  city,  but  I  can  speak  for  the  delta 
regions,  and  I  can  tell  you  that  the  problems  are  probably  the 
same.  The  most  common  thing  you  hear  is:  No.  1,  I  have  no  trans- 
portation, I  cannot  get  to  the  clinic;  and  No.  2,  usually  if  it  is  a  sin- 
gle head  of  household  with  a  mother  as  the  head  of  the  household 
and  she  is  holding  down  an  8  a.m.  to  5  p.m.  job  or  an  8:30  a.m. 
to  4:30  p.m.  job — ^the  clinic  is  closed.  The  clinic  is  open  precisely 
during  tne  hours  she  works,  and  there  is  no  other  availability  to 
her. 

I  think  back  about  how  we  did  that  on  sort  of  a  massive  scale 
on  a  Saturday  with  all  the  volunteers,  and  I  know  that  is  not  a . 
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suitable  matrix  for  every  situation,  but  it  seems  to  me  like  the  in- 
novative use  of  some  of  those  facilities  on  Saturdays  periodically 
would  make  a  lot  of  sense. 

Now  in  that  connection  you  and  I  also  had  a  discussion  about 
something  that  the  President  of  the  United  States  himself  brought 
up  yesterday  and  something  I  have  been  talking  about,  and  it  will 
be  something  that  will  not  be  without  controversy  but  I  think  just 
based  on  a  superficial  examination  of  it,  it  makes  sense. 

The  President  said  yesterday  that  if  we  are  going  to  stop  the  de- 
velopment of  these  pools  of  the  measles  virus,  for  example,  that  one 
way  to  do  it  is  to  say  to  the  mother  before  you  are  entitled  to  draw 
AFT)C  pajnnents  or  food  stamps  you  must  certify  that  this  child  has 
been  immimized? 

Now  there  are  a  lot  of  people  who  would  take  strong  exception 
to  that  and  argue  that  you  are  going  to  starve  these  mothers  of 
food  and  so  on  simply  because  you  are  holding  their  children  hos- 
tage to  these  vaccines.  As  you  and  I  know,  we  do  not  deprive  chil- 
dren of  an  education,  and  yet  we  require  them  to  be  immunized  be- 
fore they  start  to  school. 

It  seems  to  me  that  we  are  going  to  have  to  use  some  kind  of 
a  mechanism  here  to  get  to  the  people  who  do  not  have  transpor- 
tation, who  cannot  get  to  the  clinics  when  they  are  open,  all  those 
problems  they  have — and  I  recognize  they  are  big  problems.  If  we 
are  ever  going  to  do  that,  we  are  also  going  to  have  to  provide  easy 
access  to  the  clinics  for  those  people. 

What  are  your  thoughts  about  this?  Have  you  communicated  this 
to  the  President?  Is  that  the  reason  he  mentioned  it  yesterday? 

Dr.  Roper.  I  am  delighted  to  have  your  question,  sir.  Thank  you. 

On  your  first  point  about  the  need  to  have  immunization  pro- 
grams available  to  parents,  it  is  surely  the  case.  Just  to  give  you 
a  personal  example,  my  little  boy  who  is  25  months  old  is  getting 
immunized  today  back  in  Atlanta.  My  wife  is  taking  off  from  work 
to  take  him,  and  she  has  the  capability  since  she  works  less  than 
full  time  to  do  that.  But  that  is  a  real  burden,  a  real  obstacle  for 
a  lot  of  people. 

Public  programs  need  to  offer  weekend  and  night  services,  the 
sort  of  things  you  have  outlined,  because  we  have  an  obligation  to 
make  vaccines  available  without  barriers,  whether  timeliness  or  fi- 

1    nancial  barriers  or  whatever.  We  need  to  make  sure  parents  can 
immunize  their  children. 

,  Then  there  is  the  other  part  of  your  Question.  We  need  to  make 
sure  this  is  a  priority  for  parents.  I  haa  the  opportvmity  to  testify 
before  Mr.  Waxman  over  in  the  House  yesterday  on  the  very  point 
you  made.  Rather  than  restate  our  position,  you  stated  it  very  elo- 
quently and  I  will  just  say  it  makes  good  sense  to  me.  I  think  the 
American  people  would  have  a  hard  time  understanding  why  we  do 
not  use  these  other  public  programs  as  avenues  to  get  young  chil- 
dren immunized. 
We  need  to  do  our  part  and  make  sure  that  the  vaccine  is  there 

I    and  that  transportation  is  available  at  a  time  that  is  convenient 

I    and  all  those  kind  of  things,  but  I  have  no  problem  saying  we  ex- 
pect parents  to  immunize  their  children. 

If  I  could  stick  my  neck  out  on  your  earlier  point,  I  think  we 
ought  to  demand  that  parents  immunize  their  children.  I  think,  as 
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a  pediatrician,  that  ought  to  be  society's  expectation,  that  all  chil- 
dren are  immunized. 

Senator  Bumpers.  I  could  not  agree  with  you  more.  The  measles 
cases  in  this  country,  I  do  not  want  to  call  it  an  outrage  but  it  is 
shameful  for  a  Nation  as  rich  as  ours  to  allow  these  outbreaks  to 
happen,  and  particularly  to  allow  them  to  continue. 

Dr.  Roper.  Let  me  just  say,  sir,  CDC  and  I  personally  appreciate 
your  leadership  in  the  Congress  on  the  immunization  programs, 
and  I  am  delighted  to  hear  your  sentiments  on  this  issue.  We  want 
to  take  the  ball  and  run  with  it. 

H  FLU  VACCINES 

Senator  Bumpers.  Thank  vou  very  much.  Are  we  going  to  have 
a  shortfall  on  H  flu  vaccines?  Are  you  going  to  have  enough  money 
to  buy  H  flu  vaccines?  We  have  moved  from  a  one-dose  to  a  four- 
dose  regimen. 

Dr.  Roper.  This  is  a  newly  available  vaccine,  and  it  is  becoming 
more  widely  used.  We  do  not  have  the  resources  fully  to  immunize 
all  children  in  the  public  sector  within  the  current  framework  of 
the  budget,  but  the  field  is  changing  as  this  vaccine  now  is  more 
widely  available.  I  am  told  it  will  take  us  

Senator  Bumpers.  Staff  tells  me  you  are  $5.8  million  short  in  fis- 
cal year  1991. 

Dr.  Roper.  Yes,  sir;  that  is  the  figure  I  have  just  been  given. 
That  is  how  much  we  would  be  short. 
Senator  Bumpers.  If  Congress  provided  that,  could  we  use  it? 
Dr.  Roper.  Yes,  sir. 

Senator  Bumpers.  Do  you  think  that  would  be  highly  desirable? 

Dr.  Roper.  It  would  be  desirable.  I  would  just  have  to  give  you 
a  sense  of  priorities  to  say  that  our  No.  1  priority  is  delivery  of  cur- 
rent vaccines.  It  is  important  to  add  new  ones,  out  we  need  to  get 
access  to  children  and  get  the  shots  in  their  arm,  and  we  are  not 
doing  that  yet,  as  measles  typifies. 

HEPATITIS  B 

Senator  Bumpers.  As  you  know,  I  have  also  been  strongly  urging 
CDC  along  with  the  hepatitis  B  vaccines. 
Dr.  Roper.  Yes,  sir. 

Senator  Bumpers.  We  started  this  program,  an  incremental  im- 
plementation, 2  years  ago,  I  guess.  You  have  been  concentrating  on 
high-risk  mothers,  notably  tnose — ^is  it  the  Pacific  Islanders  who 
are  most  susceptible  to  this?  Is  that  correct? 

Dr.  Roper.  We  have  initiated  a  universal  screening  and  vac- 
cination program  to  reduce  the  perinatal  transmission  of  hepatitis 
B.  It  is  the  populations  from  Asia  typically  who  carry  the  virus 
more,  and  that  is  why  they  are  at  greatest  risk  and  we  have  fo- 
cused the  program  there,  yes,  sir. 

COST  OF  immunization  FOR  HEPATITIS  B 

Senator  Bumpers.  You  say  it  will  cost  $1  million  to  reach  the 
highest  risk  infants,  namely  the  Pacific  Islanders,  and  $5  million  j 
for  each  additional  10  percent  of  the  infant  population  that  you  ' 
want  to  immunize  with  hepatitis  B.  Is  that  correct? 
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Dr.  Roper.  Yes,  sir. 

Senator  Bumpers.  Do  you  have  the  money  to  do  that? 

Dr.  Roper.  We  have  the  money  to  do  the  beginning  part  of  the 
program  but  not  the  further  parts  that  you  outhned. 

Senator  Bumpers.  How  quickly  could  you  move  to  implement  the 
advisory  committee's  recommendation? 

Dr.  Roper.  The  Advisory  Committee  on  Immunization  Practice 
has  made  a  preUminary  recommendation  which  we  expect  them  to 
finalize  in  June  on  universal  immunization  of  all  American  chil- 
dren against  hepatitis  B.  If  we  were  to  begin  on  such  a  venture, 
it  would  take  us,  we  project,  3  to  5  years  fully  to  implement  such 
an  activity. 

It  is  something  that  we  want  to  be  able  to  do.  It  will  take  addi- 
tional resources,  and,  again,  it  requires  us  to  construct  an  infra- 
structure that  gets  hold  of  the  children  so  that  we  can  immunize 
them.  I  do  not  know  how  to  put  it  more  eloquently,  but  we  have 
just  not  yet  figged  a  way  to  round  up  all  the  children  in  the  coun- 
try. 

Senator  Bumpers.  At  what  age  do  you  immunize  for  hepatitis  B. 
Dr.  Roper.  This  would  be  newborns,  sir. 
Senator  Bumpers.  Newborns? 
Dr.  Roper.  Yes,  sir. 

Senator  Bumpers.  They  should  be  immunized  before  they  leave 
the  hospital? 

Dr.  Roper.  Vaccinations  could  begin  in  the  hospitals  or  at  2 
months  of  age,  along  with  their  other  infant  vaccines. 

Senator  Bumpers.  Do  you  have  any  idea  what  the  cost  of  that 
would  be? 

Dr.  Roper.  We  estimate  that  the  first  year  cost  of  this  universal 
infant  immunization  program  would  be  about  $15  million.  As  I  in- 
dicated earlier,  as  a  phased-in  process  over  3  to  5  years,  first  full 
year  cost  would  be  probably  $50  or  $60  milHon. 

Senator  Bumpers.  Do  you  agree  that  we  should  be  moving  in 
that  direction? 

Dr.  Roper.  Yes,  sir;  I  do.  It  is  a  sound  recommendation  that  the 
advisory  committee  has  given  us.  I  have  to  say  it  will  be  a  chal- 
lenge for  us  to  convince  all  new  parents  that  their  child  has  to  be 
immunized  ^igainst  a  disease  that  most  of  them  have  never  heard 
of.  So  we  have  a  real  pubhc  education  task  ahead  of  us. 

Senator  Bumpers.  When  you  look  at  the  incidence  of  that,  it  real- 
ly is  pretty  staggering.  When  I  started  delving  into  that,  I  was 
amazed  how  many  cases  there  were  of  it. 

Dr.  Roper.  The  long-term  toll  of  hepatitis  B  is  very  great,  and 
it  is  preventable. 

questions  submitted  by  the  subcommittee 
Senator  Bumpers.  Dr.  Roper,  thank  you. 

Grentlemen,  thank  you  very  much  for  being  with  us  this  morning. 

Dr.  Roper.  Thank  you  for  your  time.  We  appreciate  it. 

[The  following  questions  were  not  asked  at  the  hearing,  but  were 
submitted  to  the  Department  for  response  subsequent  to  the  hear- 
ing:] 
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QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

FARM  HEALTH  AND  SAFETY /EDUCATION  IN  SCHOOLS 

Question.     Should  Surveillance  be  expanded  to  more  rural 
states? 

Answer.     CDC  is  currently  supporting  six  states  to  conduct 
surveillance  identifying  hazards  to  which  agricultural  workers  are 
exposed,  the  circumstances  of  exposures,  and  the  health  status  of 
these  workers  and  their  families.     On  April  30-May  3,  1991,  CDC  is 
sponsoring  the  "Surgeon  General's  Conference:    Agricultural  Safety 
and  Health"  to  discuss  these  topics. 


SMOKING  AND  HEALTH 

Question.     The  FY  1992  budget  requests  $6,842,000  for  smoking 
cessation  programs,  an  increase  of  $3,503,000  over  FY  1991. 
Approximately  50  million,  or  nearly  1  of  every  3  American  adults 
smoke.    Moreover,  there  are  300,000  smoking  related  deaths  each 
year  and  economic  losses  of  smoking  this  year  will  exceed  $65 
billion.     Do  you  think  that  this  increase  is  adequate  to  meet  your 
goals  of  reducing  the  incidence  of  smoking  by  the  Year  2000? 

Answer.     This  105Z  increase  in  the  1992  budget  request  will 
enable  activities  to  be  undertaken  in  key  areas  that  will 
substantially  reduce  the  incidence  of  smoking  by  the  Year  2000. 
These  additional  activities  include: 

o.  Strengthening  the  public  health  infrastructure  to  take 
action  against  tobacco  use.  This  includes,  but  is  not 
limited  to: 

Intensifying  work  with  the  States,  thereby 
building  their  capacity  to  address  tobacco 
issues. 

Developing  guidelines  for  school  health 
education  and  smoke-free  schools,  to  enable 
schools  to  address  tobacco  issues. 

o         Launching  targeted  health  information/education 
campaigns . 

o         Initiating  target  group-specific  studies — to  identify 
and  promote  effective  tobacco  control  approaches  for 
high-risk  populations,  such  as  minorities,  women, 
children,  and  adolescents,  and  blue  collar  workers. 

o         Publicizing  critical  and  needed  information  about 
tobacco  control. 

As  a  society,  we  should  be  doing  more  to  prevent  tobacco  use. 
Broad  social  and  environmental  changes  are  needed  to  reinforce  the 
point  that  tobacco  use  is  damaging  to  health-~and  for  that  reason, 
tobacco  use  is  not  acceptable  in  our  society.     Federal  dollars 
alone  will  not  achieve  such  change. 
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Question.     This  budget  also  includes  $16,500,000  for  infant 
mortality  programs.     One  of  the  programs  cited  in  your  budget  is 
technical  assistance  to  reduce  infant  mortality  rates  associated 
with  low  birthweight.     In  as  much  as  smoking  doubles  the  risk  of 
low-birth  weight  and  increases  the  risk  of  still  birth  by  up  to 
lOCZ,  would  it  not  make  sense  to  increase  funding  for  smoking 
cessation  programs  to  target  women  who  smoke? 

Answer.     Smoking  remains  the  single  most  preventable  cause  of 
death  in  the  United  States  and  causes  10  percent  of  infant 
mortality.     In  an  attempt  to  reduce  infant  mortality  rates 
associated  with  low  birthweight,  in  FY  1991,  we  have  increased  our 
work  in  prenatal  smoking  cessation  (PSC)  activity  by  expanding  the 
program  to  more  states  and  providing  technical  assistance  to 
others.     In  addition,  HRSA  is  increasing  its  activities  in  this 
area.  While  smoking  cessation  programs  can  help  in  reducing  infant 
mortality  rates  associated  with  low  birthweight,  we  are  also 
excited  about  the  opportunity  for  our  increased  smoking  cessation 
education  activities  to  improve  women's  health  as  well  as  the 
health  of  low-income  persons,  teens,  minorities,  and  others. 

We  believe  these  substantial  increases  indicate  our  high 
level  of  concern  and  intent  in  this  area.     The  new  monies  available 
in  the  FY  1992  budget  for  CDC's  infant  mortality  initiative  are 
being  targeted  towards  the  other  high  priority  activities  of 
assisting  the  states  to  better  understand  the  extent  of  their 
infant  mortality  problem,  through  improved  surveillance.     This  is 
an  area  that  has  been  highlighted  as  a  need  in  both  the  White  House 
Task  Force  report  and  the  Interagency  Committee  on  Infant  Mortality 
recommendations  for  future  activity. 


IMMUNIZATION/ INCENTIVE  GRANTS 

Question.     Many  state  and  local  health  departments  have 
stated  that  they  do  not  have  the  resources  to  improve  immunization 
levels  of  children  less  than  24  months  of  age.     Yet,  the  FY  1992 
budget  requests  $20  million  for  Immunization  Incentive  Grants  which 
will  be  awarded  to  those  states  that  are  doing  a  good  job  of 
immunization.     Dr.  Roper,  do  you  think  this  is  a  good  idea  --  it 
would  seem  to  me  that  $20  million  would  be  better  spent  in  either 
helping  states  improve  their  immunization  program  or  in  increasing 
support  for  additional  doses.    What  is  the  primary  need? 

Answer.    While  investigating  outbreaks  of  measles  in  1989  and 
1990,  we  found  the  principal  cause  for  the  measles  epidemic  was 
failure  to  deliver  vaccinations  to  at-risk  preschool-aged  children 
at  the  appropriate  age,  particularly  in  inner  cities.     In  1990,  the 
proportion  of  cases  in  preschool-aged  children  increased  to  almost 
half,  the  highest  proportion  since  the  start  of  national  data 
collection  in  1973.     Most  of  these  preschool  children  were 
unvaccinated .     CDC  believes  a  number  of  policy  and  resource 
barriers  are  disincentives  to  the  immunization  of  preschool-aged 
children  by  age  2  and  that  these  incentive  grants  will  be 
successful  in  encouraging  the  removal  of  those  barriers.  The 
primary  need  is  to  make  sure  that  vaccine  can  be  delivered  to  the 
population  most  at  need. 
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HEALTH  OBJECTIVES  2000 /DATA  COLLECTION 

Question.     Dr.  Roper,  as  you  know,  I  sponsored  the  Year  2000 
Health  Objectives  Planning  Act  (P.L.  101-582).     This  law  authorizes 
funding  to  the  States  to  help  the  States  prepare  to  meet  the  Year 
2000  Health  Objectives.     I  sent  you  a  letter  requesting  that  monies 
be  made  available  to  begin  this  process  in  FY  1991,  and  you 
responded  to  my  request  that  you  are  moving  forward  to  implement 
this  Act.     Where  are  you  at  this  point,  and  what  do  you  plan  for  FY 
1992? 

Answer.     Currently,  we  are  proceeding  with  development  of 
uniform  health  status  indicators  in  conjunction  with  national 
public  health  organizations  and  with  the  official  State  health 
agencies.     We  plan  to  complete  the  design  for  the  health  status 
indicators  by  May  1991. 

We  are  continuing  our  efforts  to  develop  uniform  data  sets 
for  the  Year  2000  Health  Objectives  through  a  variety  of  activities 
including  identification  of  sources  of  data  for  monitoring  the 
objectives  and  through  many  technical  assistance  visits  to  States 
to  develop  their  capabilities  to  collect  the  needed  data.    We  are 
also  continuing  the  development  of  data  systems  which  permit  the 
exchange  of  data  between  CDC  and  the  States  and  which  permits  the 
rapid  transfer  of  State  data  to  CDC.     Finally,  we  are  continuing 
our  activities  in  assisting  States  to  develop  State  health  plans. 

During  FY  1992,  we  intend  to  continue  our  efforts  in 
developing  uniform  data  sets  and  providing  State  health  planning 
assistance.     We  plan  to  disseminate  the  results  of  our  health 
status  indicators  development  through  the  MMWR  and  through  meetings 
of  the  varied  public  health  organizations  which  are  concerned  with 
the  indicators.     We  also  intend  to  provide  some  funds  to  selected 
States  to  support  their  efforts  to  develop  State  health  plans.  The 
funds  to  the  States  will  be  FY  1991  funds  --    about  $35,000  per 
state.     The  number  of  States  to  receive  these  funds  is  not  known  at 
this  point,  but  will  probably  be  nine.      We  also  intend  to  conduct 
workshops  with  the  states  to  derive  uniform  data  reporting  systems 
consistent  with  the  Year  2000  Health  Objectives  and  to  improve  the 
accountability  of  the  Preventive  Health  and  Health  Services  Block 
Grant.  , 

Furthermore,   the  FY  1992  President's  budget  requests  an 
increase  of  $4  million  within  the  additional  $15  million  proposed 
for  the  Preventive  Health  and  Health  Services  Block  Grant  to 
improve  the  capacity  of  State  health  departments  to  conduct  their 
own  State  health  status  assessments.     This  information  can  be  used 
by  the  States  to  more  efficiently  target  the  director  of  disease 
prevention/health  promotion  programs  and  to  monitor  the  progress  of 
these  public  health  programs  in  meeting  their  Year  2000  goals  and 
objectives. 


FARM  HEALTH  AND  SAFETY 

Question.     The  FY  1991  appropriation  bill  provided  $19.8 
million  to  continue  farm  health  and  safety  initiatives  and  to 
provide  for  some  expansion.     In  spite  of  the  fact  that  agriculture 
is  an  extremely  hazardous  occupation,  this  is  the  first  time  that  a 
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concerted  effort  has  been  made  to  directly  deal  with  problems 
affecting  our  nations*  farmers  and  their  families. 

Where  do  we  currently  stand  on  implementing  these  new 
initiatives? 

Answer:     CDC  has  initiated  a  comprehensive  agricultural 
safety  and  health  program  in  collaboration  with  universities,  State 
health  departments  and  other  parties  in  23  States.     The  objectives 
of  the  program  are  to  identify  and  to  prevent  the  causes  of  injury 
and  disease  among  agricultural  workers  and  their  families  through 
surveillance,   research,  and  outreach  and  educational  efforts.  The 
following  are  major  components  of  the  program: 

o  Supported  six  States  to  conduct  surveillance 

identifying  hazards  to  which  agricultural  workers  are 
exposed,  the  circumstances  of  exposures,  and  the  health 
status  of  these  workers  and  their  families. 

o         Supported  eight  State  health  departments  to  employ 

nurses  in  rural  areas  to:     promote  safety  and  health 
among  rural  families;  assist  in  surveillance  of 
diseases  and  injuries;  and  provide  safety  and  health 
instruction  in  schools.    We  will  support  two  additional 
States  this  year. 

o         Established  two  Centers  for  Agricultural  Research, 
Education,  and  Disease  and  Injury  Prevention.  The 
Centers  are  conducting  prevention  research  and  outreach 
programs . 

o  Supported  15  land  grant  universities  work  with  State 

and  local  health  departments  to  increase  dissemination 
of  safety  and  health  information  to  agricultural 
workers  and  to  identify  worker  groups  with  special 
needs  including  minority  and  migrant  workers.  Funds 
will  support  an  additional  eight  universities  this 
year . 

o         Conducted  four  programs  in  the  upper  mid-west  to 
provide  cancer  screening  and  early  treatment  for 
agricultural  workers  and  conducting  research  on 
pulmonary  health  hazards  and  pesticide  exposures  to 
farmers  and  their  families. 


Question.    When  can  we  expect  to  see  some  results  from  these 
initiatives? 

Answer.     Our  various  surveillance  and  intervention 
activities,  which  were  initiated  last  fall,  should  already  be 
beginning    to  improve  health  and  safety  conditions.     It  will  be 
several  years  before  these  activities  are  operating  in  full  scale, 
but  we  should  already  be  getting  health  and  safety  information  into 
the  hands  of  farmers,  their  families,  and  others  in  position  to 
assist  these  rural  populations.    We  will  be  holding  a  Surgeon 
Generals'  Conference  on  Agricultural  Safety  and  Health  this  Spring 
to  begin  building  a  national  coalition  of  people  and  organizations 
who  will  be  instrumental  in  achieving  effective  national  disease 
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and  injury  prevention  in  agriculture.    We  are  also  presently 
conducting  research  to  improve  the  effectiveness  of  our 
recommendations  and  technology  for  preventing  agriculture  related 
injury  and  disease. 

In  1993,  we  plan  to  evaluate  the  impact  of  our  surveillance 
and  intervention  activities  towards  identifying  and  preventing  the 
priority  causes  of  injury  and  disease  among  people  working  in 
agriculture . 


HEALTH  OBJECTIVES /BLOCK  GRANT 

Question.     During  the  FY  1990  oversight  hearings  on  the 
budget,  discussion  centered  around  the  Institute  of  Medicine  Report 
that  basically  found  that  our  public  health  system  was  suffering 
from  a  lack  of  national  leadership  and  inadequate  resources.  What 
is  your  assessment  of  the  ability  of  State,  local  and  county  health 
departments  to  meet  the  Health  Objectives  2000  goals? 

Answer.    According  to  the  lOM  Report,  the  public  health 
system  of  the  United  States  presently  suffers  from  fragmentation,  a 
lack  of  clear  objectives,  and  limited  resources.    While  the  problem 
of  resources  will  continue  to  be  problematic  during  the  nineties,  I 
firmly  believe  the  direction  provided  by  the  Year  2000  Health 
Objectives  and  a  national  commitment  to  building  the  infrastructure 
of  the  public  health  system  will  do  much  to  see  that  States  meet 
their  objectives.     During  my  tenure  as  Director  of  the  Centers  for 
Disease  Control,  I  intend  to  focus  CDC's  energy  on  enhancing  the 
capability  of  State  and  local  health  agencies  to  meet  the 
objectives . 

Question.     One  program  that  provides  support  to  State, 
county,  and  local  public  health  departments  is  the  Preventive 
Health  Services  Block  Grant.     Should  funding  for  the  block  grant  be 
increased  as  one  mechanism  for  meeting  the  Health  Objectives  for 
the  Year  2000  and  to  rebuild  our  State  and  local  public  health 
system? 

Answer.     I  believe  the  Preventive  Health  and  Health  Services 
Block  Grant  is  one  of  the  most  effective  means  we  have  for  meeting 
the  Health  Objectives  for  the  Year  2000.     Consequently,  the 
President's  Budget  has  requested  an  additional  $15  million  in 
appropriations  for  the  block  grant  for      FY  1992  a  16Z  Increase 
over  FY  1991.     Concurrently,  we  are  developing  a  legislative 
proposal  that  directs  the  sole  purpose  of  this  grant  should  be  to 
serve  as  a  vehicle  to  achieve  the  Year  2000  Health  Objectives. 

FETAL  ALCOHOL  SYNDROME 

Question:     Dr.  Roper,  there  are  so  many  neonatal  problems  that 
are  easily  reduced  through  simple  prevention  activities.  Fetal 
Alcohol  Syndrome  is  one  of  these. 

Over  the  past  few  years,  we've  learned  a  lot  more  about  the 
enormous  problem  alcohol  poses  to  the  proper  development  of  the 
fetus.    A  recent  study  by  the  University  of  California  indicates 
that  a  large  number  of  mentally  disabled  individuals  in  permanent 
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residential  care  facilities  are  impaired  because  of  exposure  to 
alcohol  while  in  utero.     The  experts  also  estimate  that  Fetal 
Alcohol  Syndrome  costs  the  Nation  over  $1.6  billion  for  neonatal 
and  residential  care  each  year. 

What  is  CDC  doing  to  prevent  Fetal  Alcohol  Syndrome  by 
targeting  education  programs  to  pregnant  women? 

Answer:     CDC  is  sponsoring  a  conference  titled  "Fetal  Alcohol 
Syndrome  and  Other  Congenital  Alcohol  Disorders:     A  National 
Conference  on  Surveillance  and  Prevention,"  to  be  held  in  Atlanta 
on  April  1-3,  1991.     One  of  the  purposes  of  this  conference  is  to 
promote  discussion  among  federal.  State,  and  local  health  agencies, 
academic  and  research  institutions,  and  public  and  private 
organizations  concerning  methods  for  locating  women  at  risk  before 
they  become  pregnant,  or  early  during  pregnancy,  to  prevent 
exposure  to  alcohol  during  pregnancy. 

CDC  collects  data  using  the  Pregnancy  Risk  Assessment 
Monitoring  System  (PRAMS),  a  population-based  system  that  gathers 
information  from  new  mothers  about  their  behaviors  during  and 
around  pregnancy.     The  PRAMS  questionnaire  includes  questions  about 
the  use  of  alcohol  during  pregnancy  and  if  they  have  received 
information  on  the  effects  of  alcohol  during  pregnancy.     It  is 
designed  to  oversample  high  risk  sub-populations  of  special 
interest.     It  therefore  provides  useful  information  about  the  use 
of  alcohol  during  pregnancy  specific  to  high  risk  subpopulations , 
as  well  as  providing  State-wide  estimates. 

CDC  has  a  surveillance  program  which  monitors  the  incidence  of 
Fetal  Alcohol  Syndrome  in  newborn  infants.     We  are  currently 
working  to  improve  this  program  since  we  strongly  suspect  under- 
reporting in  certain  groups,   specifically  the  white,  middle  class 
population.     Good  surveillance  programs  can  be  used  to  determine 
which  populations  should  be  targeted  for  prevention  programs  and 
are  required  in  order  to  know  if  prevention  programs  are  working. 
CDC  assists  States  in  beginning  or  improving  their  surveillance 
programs .  ^ 

Technical  assistance  is  provided  to  States  and  communities  to 
develop  and  evaluate  programs  to  prevent  Fetal  Alcohol  Syndrome. 
Many  of  these  programs  target  educational  programs  to  pregnant 
women,   some  of  them  specifically  for  high  risk  populations. 

CDC  is  working  with  the  Indian  Health  Service  to  evaluate 
Fetal  Alcohol  Syndrome  prevention  programs  in  Alaska  and  will 
expand  to  include  programs  in  other  States. 


TUBERCULOSIS 

Question.    Although  tuberculosis  has  been  a  preventable 
disease  for  almost  40  years,  yet,  more  than  1/3  of  the  world 
population  harbors  the  bacillus  that  causes  TB  and  10  to  15  million 
persons  in  the  U.S.     Although  the  elimination  of  TB  was  part  of  our 
1990  health  objectives,  TB  is  still  prevalent  and  the  number  of 
cases  are  on  the  rise.     In  your  professional  judgement,  is  this 
budget  sufficient  to  set  us  on  the  path  to  eradicate  TB  by  the  Year 
2000? 
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Answer.     The  provisional  tuberculosis  case  count  for  1990  is 
25,739.     This  represents  an  increase  of  9.6  percent  over  the  final 
1989  count  of  23,495.     In  my  professional  judgement,  A  total  of 
$40.7  million  would  be  needed  in  FY  1992  to  fully  implement  CDC's 
portion  of  the  Departmental  Strategic  Plan  for  the  Elimination  of 
Tuberculosis  in  the  United  States  by  2010.     Such  a  level  would,  of 
course,   require  reduction  of  other  programs  within  the  domestic 
discretionary  spending  cap.     Given  full  funding  of  elimination  by 
2010  can  still  be  achieved.     The  longer  full  implementation  takes, 
the  greater  the  likelihood  of  missing  the  2010  objective. 


Question.    What  is  required  to  fully  implement  the  plan  for 
eradication  of  this  disease  by  the  Year  2000? 

Answer.     A  total  of  $40.7  million  is  needed  in  FY  1992  to 
fully  implement  CDC's  portion  of  the  Departmental  Strategic  Plan 
for  the  Elimination  of  Tuberculosis  in  the  United  States.     Such  a 
level  would  of  course  require  a  reduction  of  other  programs  within 
the  domestic  discretionary  cap. 

INFECTIOUS  DISEASES 

Question.     Infectious  disease  problems  such  as  AIDS,  Lyme 
Disease,  hepatitis,  chronic  fatigue  syndrome,  and  polio  have  been 
the  focus  of  Congress  and  the  Administration  in  the  past  few  years. 
However,  there  are  a  number  of  new  and  emerging  diseases  that  are 
being  tracked  by  CDC.     Could  you  give  this  Subcommittee  some 
insight  into  these  new  and  emerging  diseases,  the  hazards  they  pose 
to  health,  and  your  professional  judgment  as  to  what  is  required  to 
intervene  and  prevent  these  diseases  from  becoming  full-scale 
health  threats? 

Answer.     While  Congress  and  the  Administration  have  been 
prudent  in  providing  resources  to  address  many  of  the  high  priority 
infectious  disease  problems  facing  our  nation,  core  support  for 
infectious  disease  prevention  activities  in  general  has  eroded. 
The  CDC  is  responsible  for  maintaining  surveillance,  and 
epidemiologic  and  laboratory  expertise  and  resources  for  the 
prevention  of  over  130  infectious  diseases.     In  this  regard, 
several  infectious  diseases  are  emerging  or  reemerging,  posing  new 
threats  to  the  public  health  both  nationally  and  internationally. 
For  example:  cholera,  a  disease  for  which  CDC  has  responsibility 
but  has  devoted  few  resources  in  recent  years,  is  now  emerging  as  a 
major  threat  in  Peru,  Ecuador,  Colombia,  the  middle  East  and 
southern  Africa;  papillomatosis  (papillomaviruses  infection),  an 
infection  long  known  as  the  cause  of  genital  warts,  is  now  seen  as 
the  key  in  the  development  of  cervical  cancer;  rabies,  a  disease 
subjected  to  intense  control  efforts  throughout  the  world  for  many 
years,  is  now  reemerging  as  a  threat  in  the  northeastern  United 
States;  dengue  a  disease  transmitted  by  mosquitoes,  is  now  emerging 
in  its  most  virulent  form,  epidemic  dengue  hemorrhagic  fever  in  the 
Caribbean  basin  just  as  it  did  in  southeast  Asia  in  the  1960s. 
These  and  other  diseases  not  yet  fully  characterized  pose  a 
potential  threat  which  can  best  be  addressed  by  development  of  a 
strong  surveillance  base  and  laboratory  expertise.     This  is  the 
kind  of  responsibility  which  CDC  has  traditionally  met.     Strong  and 
steady  support  for  core  infectious  disease  programs,  with  an 
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emphasis  on  infectious  disease  surveillance,  is  necessary  to 
forestall  the  potential  threat  of  new,  emerging,  and  reemerging 
infectious  diseases,  and  to  protect  the  public  health.     Erosion  of 
this  base  in  the  past  10  years  has  reduced  our  capability  to  react. 
Additional  resources  would  be  needed  to  strengthen  CDC's  ability  to 
deal  with  specific  prevention  and  control  activities,  vaccine  and 
evaluation,  and  emergency  outbreak  control.     However,  any  such 
increases  would  require  a  reduction  of  other  programs  within  the 
domestic  discretionary  spending  cap. 


DISABILITIES  PREVENTION 

Question.    The  principal  focus  of  the  disabilities  prevention 
program  since  its  inception  in  1988  has  been  to  provide  grants  to 
States  to  develop  programs  for  the  prevention  of  disabilities. 
States  have  focused  on  the  prevention  of  developmental 
disabilities,  prevention  of  injuries,  and  the  prevention  of 
secondary  disabilities..  We  increased  the  appropriation  for  this 
program  from  about  $4.5  million  to  $9.7  million  last  year  for  the 
expressed  purpose  of  expanding  the  number  of  grants  to  States  from 
9  to  20.     It  was  our  intent  that  the  new  States  would  carry  out 
similar  activities.     I  understand  that  your  plan  would  put  only 
$5.8  million  of  the  total  into  grants  to  the  States.     The  figure  I 
have  is  that  more  than  a  quarter  of  the  appropriation  is  going  to 
"program  operations."    vniat  is  included  in  this  $2.4  million 
category  for  "program  operations?"    Why  isn't  the  Increase  going  to 
increase  funding  to  the  States? 

Answer.     Only  19.51  ($1.9  million  rather  $2.4  million)  of  the 
appropriation  for  the  disabilities  prevention  program  in  fiscal 
year  1991  is  being  directed  toward  program  operations  including 
personnel,  travel,  supplies,  and  other  operating  categories.     It  is 
essential  that  CDC  enhance  the  knowledge  base  for  developing 
effective  interventions  for  the  prevention  of  primary  and  secondary 
disabilities.     With  this  approach  in  mind,  additional  resources  are 
being  directed  into  extramural  programs  in  addition  to  grants  to 
States.     These  other  extramural  activities  include  major  elements 
necessary  to  the  design  and  implementation  of  a  national  plan  for 
the  prevention  of  disabilities  in  collaboration  with  the  National 
Council  on  Disability. 

For  Fiscal  Year  1991,  these  other  extramural  activities 
include:     a  national  conference  on  the  prevention  of  primary  and 
secondary  disabilities  co-sponsored  by  the  National  Council  on 
Disability,  the  Minority  Health  Professions  Foundation,  and  CDC; 
development  of  pre-conf erence  working  papers  for  presentation  and 
discussion  at  the  conference  and  as  an  elements  in  the  development 
of  the  national  plan;  costs  associated  with  the  completion  and 
dissemination  of  the  Institute  of  Medicine  Report,  Disability  in 
America ;  a  national  conference  on  the  prevention  of  congenital 
alcohol  disorders  which  will  become  a  priority  area  for  State 
interventions  projects  this  year;  support  of  a  study  in 
collaboration  with  other  CDC  Centers  on  the  incidence  and 
prevalence  of  post-polio  in  the  United  States  which  will  have 
future  impact  on  State  prevention  programs;  an  initiative  with  the 
Indian  Health  Service  and  the  State  of  Alaska  in  the  surveillance 
and  evaluation  of  fetal  alcohol  syndrome  in  Native  Americans 
including  surveillance  for  other  developmental  disabilities  and 
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birth  defects  in  the  population  in  general;  and  partial  support  for 
a  randomized  controlled  trial  in  China  of  periconceptional  vitamin 
supplementation  on  the  occurrence  risk  for  spina  bifida  and 
anencephaly,  a  project  that  may  have  significant  value  in 
prevention  of  lifelong  morbidity  and  infant  mortality. 

These  additional  extramural  activities  will  total 
approximately  $1.9  million    in  Fiscal  Year  1991,  or  19. 5Z  of  the 
$9,739  million  Congressional  appropriation.     Therefore,  the  balance 
of  $5.9  million  ($9,739  less  $1.9  program  ope  rations  and  $1.9 
additional  extramural  activities)  will  be  directed  to  approximately 
19-21  State  capacity  building  projects.     These  projects  will  take 
advantage  of  the  knowledge  base  and  interventions  developed  through 
these  other  substantial  extramural  events  that  will  improve 
surveillance  and  epidemiology  and  enhance  the  development  of  a  well 
conceived  national  plan  for  the  prevention  of  primary  and  secondary 
disabilities.     We  believe  this  approach  will  meet  both  the 
requirements  of  States  in  their  capacity  building  projects  and  also 
meet  epidemiologic  and  scientific  needs  of  states  which  the 
Congress  recognizes  are  critical  components  of  a  national  program 
to  prevent  disabilities. 


CHILD  DAY  CARE 

Question.     By  the  Year  2000,  it  is  estimated  that  more  than 
75%  of  mothers  with  children  under  six  years  of  age  will  be  working 
outside  the  home.    What  is  CDC  doing  about  prevention  of  infectious 
diseases  and  injuries  in  child  care  settings,  and  in  your 
professional  judgment,  what  additional  resources  will  be  required 
to  allow  CDC  to  move  forward  more  quickly  in  meeting  child  day  care 
prevention  activities? 

Answer.     Infectious  diseases  are  the  most  important  causes  of 
morbidity  in  day-care  centers,  with  respiratory  and  diarrheal 
illnesses  being  most  common.     Depending  on  the  disease,  children 
attending  daycare  are  estimated  to  have  a  2  to  18  fold  increased 
risk  of  specific  infectious  diseases  compared  with  children  not 
attending  daycare.     The  most  common  diarrheal  pathogens  in  children 
in  day  care  are  Giardia,  Shigella,  and  rotavirus,  agents  which 
require  a  relatively  small  inoculum  and  are  spread  by  person-to- 
person  transmission.     The  vast  majority  of  respiratory  infections 
are  viral  infections  of  the  upper  respiratory  tract.     Risk  factors 
for  infectious  diseases  in  the  day-care  setting  are  not  well 
understood.     The  appropriate  management  of  ill  children  in  child- 
care  settings,  including  the  practice  of  excluding  sick  children, 
is  the  subject  of  enormous  controversy.     Current  criteria  for 
excluding  sick  children  vary  widely  and  reflect  the  paucity  of  data 
upon  which  to  base  recommendations.     The  importance  of  this  issue 
is  indicated  by  recent  estimates  which  suggest  that  1-year-old 
children  in  day  care  can  be  expected  to  be  excluded  for  up  to  ZOZ 
of  working  days.     CDC  has  completed  a  study  to  determine  the 
prevalence  of  Giardia  and  other  parasitic  infections  in  day-care 
centers,  completed  phase  I  of  a  two  year  study  to  evaluate  policy 
regulation  of  day-care  throughout  the  United  States,  and  continued 
collaborations  with  the  American  Academy  of  Pediatrics,  the 
American  Public  Health  Association  and  the  Council  of  State  and 
Territorial  Epidemiologists  to  draft  national  performance  standards 
for  the  prevention  of  infectious  diseases  in  day-care.     In  1992  CDC 
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will  sponsor  the  first  international  conference  on  child  day-care 
health. 

The  CDC  Injury  Control  program  has  conducted  a  series  of 
related  studies  focused  on  injuries  in  day  care.     CDC's  first  such 
study  showed  that  during  a  one-year  period,  3.5%  of  children  were 
injured  severely  enough  to  require  medical  or  dental  attention. 
The  pattern  of  these  injuries  suggested  that  many  are  preventable. 
Climbing  equipment  6  feet  or  taller  generally  had  inadequate 
impact-absorbing  undersurf acing  and  had  twice  the  injury  rate  as 
climbers  less  than  6  feet  tall.     Since  the  most  severe  injuries 
occurred  from  falls  on  the  playground,  impact-absorbing  playground 
surfaces  may  be  a  possible  intervention  to  reduce  both  injury 
frequency  and  severity.     Injury  Control  program  studies  have  also 
shown  that  as  the  number  of  playground  hazards  increase,  so  did  the 
likelihood  that  a  playground-related  injury  occurred.     The  Program 
is  currently  evaluating  an  educational  intervention  to  correct 
playground  hazards  at  day  care  centers.     The  findings  of  these 
studies  have  already  been  used  to  rewrite  regulations  for  day  care 
centers  in  some  jurisdictions. 

Division  staff  have  done  injury  control  training  of  day  care 
workers  and  day  care  regulators.     They  have  consulted  with 
licensing  agencies  on  regulations.     Staff  have  spoken  about  injury 
control  at  the  National  Day  care  provider  meeting.     The  Program  has 
also  provided  technical  consultation  for  the  model  standards  in  day 
care  centers  being  put  together  by  the  American  Public  Health 
Association  and  the  American  Academy  of  Pediatrics  under  a  grant 
from  Maternal  and  Child  Health. 

As  a  special  project,  CDC  is  evaluating  the  extent  to  which 
current  recommendations  to  prevent  injuries  and  decrease 
transmission  of  infectious  diseases  are  in  place  in  daycare 
centers.     The  project  will  evaluate  the  extent  to  which 
recommendations  have  been  adopted  and  enforced  by  State  and  local 
regulatory  agencies  and  by  daycare  centers  as  reflected  in  their 
policies  and  practices. 

CDC  is  currently  spending  $  1  million  on  the  child  day  care 
activities  discussed  above.     In  our  professional  judgement,  for  CDC 
to  begin  to  move  forward  more  quickly  in  preventing  infectious 
diseases  and  injuries  in  child  day  care  settings,  approximately 
$2,000,000  would  be  required  the  first  year,  after  other  program 
reductions  were  taken  within  the  domestic  discretionary  spending 
cap. 


CHILDREN'S  INJURIES 

Question.     Doctor,  I  understand  from  recent  reports  that  more 
than  30,000  children  suffer  permanent  disabilities  from  injuries 
each  year,  at  a  total  cost  to  our  health  system  of  over  $7.5 
billion  dollars. 

CDC  has  documented  that  childhood  death  rates  in  the  U.S.  are 
considerably  higher  than  any  other  industrialized  country.     This  is 
specifically  true  in  the  area  of  childhood  fatalities  from  motor 
vehicles . 
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Doctor,  please  describe  the  success  you  have  had  in 
implementing  the  1990  National  Academy  of  Sciences  Report,  "Injury 
in  America,"  specifically,  the  information  campaigns  designed  to 
increase  the  use  of  child  safety  seats,  seatbelts  and  helmets. 

Answer.     The  CDC  injury  control  program  is  embarking  on  a 
national  campaign  of  proven-effective  interventions  to  reduce 
deaths  and  injuries  to  children  in  motor  vehicle  and  bicycle 
crashes  and  a  multifaceted  campaign  to  limit  unsupervised  access  of 
children  to  firearms.     The  overall  approach  of  the  campaign  will  be 
tjo:, 

.    o.         Develop  and  carry  out  a  public  information  campaign 
~.  ■  that  is  national  in  scope. 

.       ,o    :  ;   Work  with  our  partners  in  the  public  and  private  sector 
,  in  implementing  and  evaluating  the  interventions. 

p  Determine  the  most  effective  way  to  implement  the 

interventions . 

o         Provide  information  to  stimulate  appropriate  regulatory 
and  legislative  changes. 

iv    Manage  and  evaluate  the  campaign. 

Question.     How  will  the  $2  million  increase  requested  for 
1992  build  on  your  past  work  in  this  area  of  child  safety? 

Answer.     The  $2  million  increase  will  build  on  existing 
program  efforts  in  child  safety  and  move  injury  control  from 
analysis  to  action.     Using  the  foundation  of  intra-  and  extramural 
research  findings  and  building  on  the  cornerstones  put  in  place  by 
capacity  building  grants  to  State  and  local  health  departments,  and 
collaborating  closely  with  the  National  Highway  Traffic  Safety 
Administration,  the  activities  supported  by  the  increase  will  tie 
together  all  of  the  elements  of  injury  control  into  a  national 
campaign  to  prevent  three  childhood  injuries--motor  vehicle, 
unintentional  shootings,  and  bicycle. 

Staff  have  spoken  about  injury  control  at  the  National  Day 
care  provider  meeting.     The  Program  has  also  provided  technical 
consultation  for  the  model  standards  in  day  care  centers  being  put 
together  by  the  American  Public  Health  Association  and  the  American 
Academy  of  Pediatrics  under  a  grant  from  Maternal  and  Child  Health. 

As  a  special  project,  CDC  is  evaluating  the  extent  to  which 
current  recommendations  to  prevent  injuries  and  decrease 
transmission  of  infectious  di<;eases  are  in  place  in  daycare 
centers.     The  project  will  evaluate  the  extent  to  which 
reconanendations  have  been  adopted  and  enforced  by  State  and  local 
regulatory  agencies  and  by  daycare  centers  as  reflected  in  their 
policies  and  practices. 

CDC  is  currently  spending  $1  million  on  the  child  day  care 
activities  discussed  above.     In  our  professional  judgement,  for  CDC 
to  begin  to  move  forward  more  quickly  in  preventing  infectious 
diseases  and  injuries  in  child  day  care  settings,  approximately 
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$2,000,000  would  be  required  the  first  year,  after  other  program 
reductions  were  taken  within  the  domestic  discretionary  spending 
cap. 

LEAD  POISONING 

Question.     CDC  has  recently  released  a  strategic  plan  for  the 
elimination  of  childhood  lead  poisoning.    What  needs  to  be  done  to 
implement  that  strategic  plan  and  what,  in  your  professional 
judgment,  would  be  the  dollar  amounts  associated  with  this 
implementation. 

Answer.     The  strategic  plan  describes  the  first  5  years  of  a 
20-year  effort  to  eliminate  childhood  lead  poisoning.     This  effort 
will  require  a  shared  commitment  by  the  public  and  private  sectors. 
The  plan  calls  for  $974  million  over  5  years  to  carry  out  both 
program  and  research  agendas.    We  have  not  divided  this  cost  into 
public  vs.  private  sector  costs,  but  clearly,  some  costs  will  have 
to  be  borne  by  both.     In  addition,  implementation  of  this  plan  will 
require  efforts  at  all  levels  of  government,  not  just  the  Federal 
government . 

Implementation  of  the  strategic  plan,  as  well  as  the  plans 
developed  by  the  Environmental  Protection  Agency  and  the  Department 
of  Housing  and  Urban  Development,  will  also  require  close 
coordination  between  the  Federal  agencies.    We  will  continue  to 
work  with  these  agencies  towards  the  goal  of  eliminating  childhood 
lead  poisoning. 


PREVENTION 

Question.  Dr.  Roper,  we  now  know  a  great  deal  about  how  to 
prevent  or  greatly  reduce  the  risk  from  childhood  diseases,  breast 
and  cervical  cancer,  heart  disease,  tuberculosis,  lead  poisoning, 
and  injury,  to  name  just  a  few.  And,  we  also  know  that  investing 
in  prevention  saves  us  millions  of  dollars.  In  spite  of  this,  we 
have  not  incorporated  prevention  into  the  core  of  our  health  care 
system.  Should  we  make  prevention  an  integral  part  of  any  health 
care  program? 

Answer.     Yes.    We  must  build  a  system  that  will  make 
prevention  an  integral  part  of  the  nation's  health  care.  Leaders 
in  public  health  and  clinical  medicine  can  work  more  effectively  to 
prevent  disease  if  they  are  truly  partners.     It  does  not  make  sense 
for  public  health  to  actively  identify  persons  with  high  blood 
pressure,  only  to  have  the  health  care  system  leave  a  large 
proportion  of  them  without  proper  treatment.    We  must  increase  the 
provision  of  preventive  services  in  the  delivery  of  health  care. 
We  also  must  ensure  that  medical  education  includes  preventive 
health  curricula,  and  we  must  re-examine  our  system  of  health  care 
financing  and  reach  a  consensus  that  includes  the  financing  of 
preventive  care. 
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IMMUNIZATION  INCENTIVE  GRANTS 

Question.     The  FY  1992  budget  requests  $20  million  for 
Immunization  Incentive  Grants  that  will  reward  those  States  that 
improve  immunization  levels  of  children  under  24  months  of  age. 
Many  State  and  local  health  departments  have  stated  that  they  do 
not  have  the  resources  to  improve  immunization  levels  of  children 
less  than  24  months  of  age.     Won't  these  incentive  grants  help 
those  who  are  least  in  need  of  this  type  of  assistance,  while 
penalizing  those  States  that  are  already  hard-pressed  in  trying  to 
provide  immunizations? 

Answer.     Support  for  the  immunization  of  our  Nation's 
children  has  been  a  shared  responsibility  of  Federal,  State,  and 
local  governments  and  the  private  sector.     The  increase  in 
immunization  incentive  grants  proposed  for  1992  will  be  used  to 
reward  immunization  grantees  which  have  demonstrated  during  the 
previous  year  the  greatest  proportional  increase  in  vaccine  usage 
in  children  less  than  2  years  of  age  or  the  greatest  proportional 
increase  in  immunization  levels  at  age  2.     These  funds  will  reward 
those  locations  which  have  been  most  innovative  in  developing  new 
effective  interventions  or  have  been  most  successful  in  removing 
policy  barriers  to  increase  vaccine  coverage  in  children  less  than 
2  years  of  age.    Many  of  these  activities  can  be  accomplished  with 
existing  resources  and  would  actually  benefit  those  States  by 
rewarding  them  for  becoming  more  efficient. 


Question.     Shouldn't  we  be  helping  those  States  that  really 
need  help  to  improve  their  immunization  infrastructure? 

Answer.    We  believe  these  incentive  grants  will  actually 
allow  those  who  need  help  most  to  compete  successfully  for  these 
funds.     Those  grantees  which  have  the  lowest  coverage  have  the 
greatest  opportunity  for  improvement.     One  of  the  most  effective 
aspects  of  this  approach  is  that  it  rewards  accomplishments,  not 
the  promise  of  accomplishments.    With  these  incentive  grants. 
States  will  have  the  option  to  expand  their  immunization 
activities,  including  the  improvement  of  their  infrastructures. 


'     .  OCCUPATIONAL  SAFETY  AND  HEALTH 

Question.     The  FY  1992  budget  requests  no  cost-of-living 
increases  for  occupational  safety  and  health  --  the  assumption 
being  that  the  National  Institute  of  Occupational  Safety  and  Health 
will  absorb  the  increases  in  pay  and  health  benefits.    Given  that 
fact,  this  budget  represents  a  cut  for  occupational  safety  and 
health  and  certainly  a  reduction  in  commitment.     Did  CDC  request  an 
increase  in  funding  for  NIOSH? 

Answer.     The  only  non- facilities  increase  for  NIOSH  requested 
of  the  Public  Health  Service  was  for  operating  and  personnel  cost 
increases.     No  program  increases  were  requested  for  FY  1992. 

Question.     In  your  professional  judgement,  what  more  needs  to 
be  done  and  what  funding  levels  are  required  to  address  the  new 
occupational  safety  and  health  problems  that  are  emerging  as  a 
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result  of  new  technologies  and  to  maintain  current  levels  of 
research  in  occupational  safety  and  health? 

Answer.     The  infrastructure  of  NIOSH  is  in  need  of  additional 
support.     NIOSH  has  received  increases  in  recent  years  in  needed 
areas,  but  these  increases  have  not  been  available  to  support  the 
core  programs  of  NIOSH.  The  research  grants  program  has  had  to 
absorb  a  number  of  years  of  inflation  which  is  very  high  with 
respect  to  research  costs.     The  amount  of  discretionary  research 
dollars  in  the  intramural  research  program  has  also  lost  ground  to 
increases  in  personnel  and  facility  costs,  and  inflation  in  the 
costs  of  equipment,  supplies,  services  and  travel.     At  the  same 
time,  NIOSH  has  also  had  fewer  real  dollars  to  train  an  adequate 
supply  of  occupational  safety  and  health  professionals.     To  restore 
the  resources  lost  in  recent  years  to  inflation  and  to  address 
emerging  occupational  safety  and  health  problems.   I  would 
recommend,   following  reductions  in  other  programs  within  the 
domestic  discretionary  cap,  that  the  program  be  supplemented  in  FY  . 
1992  with  a  total  of  $20  million  in  new  funds:     $5  million  each  for 
the  research  and  training  grants  programs  and  $10  million  for  its 
intramural  research  programs. 

Although  this  is  my  professional  judgement,  I  did  not  request 
these  resources  this  year  within  the  Administration's  process  to 
formulate  the  1992  budget,  and  thus,  there  was  never  the 
opportunity  to  weigh  these  increases  against  other  competing 
priorities  within  CDC  or  other  parts  of  the  President's  budget 
request. 

DISABILITY  PREVENTION 

Question.     There  are  an  estimated  35  million  Americans  with  a 
disability  with  an  estimated  cost  of  about  $120  billion  per  year. 
What  would  be  the  cost  associated  with  the  development  of  a 
disability  prevention  program  that  would  be  national  in  scope? 

Answer.     If  an  average  of  $380,000  would  be  needed  for  a 
mature  State  project  (realizing  that  considerable  cost  sharing  will 
be  required  and  considered  in  program  services  increasing  this 
support  level),  then  a  total  of  $21  million  would  be  required.  If 
States  were  to  develop  programs  in  other  targeted  disability  groups 
beyond  those  currently  being  emphasized,  then  additional  costs  per 
State  would  accrue,  boosting  the  average  per  State  to  $480,000, 
or  $27  million.     However,  no  such  increases  are  being  sought  within 
the  priorities  of  our  1992  budget  request.     Any  such  increases 
would  require  reductions  in  other  programs  within  the  domestic 
discretionary  spending  cap. 

HEAD  INJURY 

Question.     Head  injuries  will  cost  the  Nation  well  over  $25 
billion  in  direct  health  and  rehabilitative  costs  alone.     Yet,  we 
have  no  significant  program  to  prevent  head  injuries.    What  is  the 
current  status  of  the  implementation  plan  for  the  Federal 
Interagency  Head  Injury  Task  Force?    Why  doesn't  your  proposed 
Fiscal  Year  1992  budget  include  any  request  to  implement  such  a 
plan?    How  much  would  be  necessary? 

Answer.     The  implementation  plan  for  the  recommendations  from 
the  Federal  Interagency  Head  Injury  Task  Force  is  being  reviewed  in 
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the  Office  of  the  Assistant  Secretary  for  Health.  When  a  plan  of 
action  is  agreed  to  by  the  Administration,  the  need  for  resources 
can  be  determined. 


POLIO  ERADICATION 

Question.     Funding  was  provided  in  FY  1991  to  CDC  to 
participate  in  the  World  Health  Organization  goal  of  eliminating 
polio  from  the  world  by  the  year  2000.     How  feasible  is  this  goal? 

Answer.     Through  widespread  use  of  inactivated  poliovirus 
vaccine  and  subsequently  oral  poliovirus  vaccine  (OPV),  paralysis 
caused  by  indigenous  wild-type  polioviruses  has  been  eliminated  in 
the  United  States.     No  such  cases  have  been  reported  in  this 
country  since  1979.     Similar  success  has  yet  to  be  achieved  in  the 
developing  world,  where  an  estimated  180,000-200,000  cases  of 
paralytic  poliomyelitis  occur  each  year.     In  view  of  the  dramatic 
progress  of  the  Expanded  Programme  on  Immunization  (EPI)  in 
providing  immunizations  to  children  worldwide,  and  the  preliminary 
success  of  the  poliomyelitis  eradication  initiative  in  the  Western 
Hemisphere,  the  World  Health  Organization  (WHO)  set  a  goal  to 
eradicate  the  disease  throughout  the  world  by  the  year  2000.  We 
believe  this  goal  can  be  achieved  with  considerable  technical, 
laboratory,  and  programmatic  assistance  to  WHO,  its  Regional 
Offices,  and  its  member  countries  by  CDC. 


Question.    What  resources  are  required  by  CDC  in  FY  1992? 

Answer.     Support  for  this  project  has  been  tremendous. 
Rotary  International  has  already  raised  almost  $300  million  to 
provide  vaccine.     Many  countries,  including  Great  Britain,  France, 
Japan,  and  Italy,  are  also  supporting  WHO  in  its  effort  to 
eliminate  polio  from  the  world.    We  believe  the  $3,123  million  of 
support  requested  in  the  President's  FY  1992  budget  when  extended 
through  the  year  2000,  will  be  adequate  to  help  WHO  reach  the  goal. 

"     -  SEXUALLY  TRANSMITTED  DISEASES 

Question.     An  increase  of  $4,580,000  has  been  requested  for 
sexually  transmitted  diseases  (STD's).     STD's  are  on  the  increase, 
and  there  are  a  number  of  STD's  that  are  proving  drug  resistant. 
What  plan  of  action  is  CDC  undertaking  to  reduce  STD's  and  what 
more  should  be  done? 

Answer.     In  1990,  an  estimated  52,600  cases  of  primary  and 
secondary  syphilis  were  reported,  reflecting  an  increase  of  14.6 
percent  over  the  48,861  cases  reported  in  1989.     This  represents 
the  fifth  consecutive  year  of  increases  for  syphilis  and  is  the 
highest  number  of  cases  reported  since  1949.     While  not  all  STD's 
are  increasing  (e.g.,  gonorrhea  decreased  by  4.5  percent  in  1990; 
this  was  the  6th  consecutive  year  of  decreases),  it  is  apparent 
that  genital  ulcer  disease  continues  as  a  significant  challenge  for 
this  Nation.     Similarly,  congenital  syphilis  has  increased 
substantially . 
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To  address  this  problem,  CDC  is  focusing  its  funding  priority 
to  support  syphilis  prevention  and  control  activities  in  the  35 
highest  morbidity-reporting  counties  in  the  Nation.     Further,  STD 
programs  must  develop  better  techniques  to  reach  women  who  do  not 
receive  adequate  prenatal  care.     For  example,  ensuring  syphilis 
screening  in  the  first  and  third  trimesters  and  at  delivery, 
improving  communications  with  hospitals  that  deliver  high  numbers 
of  at-risk  women,  and  developing  effective  coalitions  with 
National,  regional,  and  community- based  organizations  in  high-risk 
areas  are  techniques  that  will  help  in  the  prevention  and  control 
of  not  only  syphilis  and  congenital  syphilis,  but  also  most  of  the 
other  STDs. 


CURRENT  HIV /AIDS  TRENDS 

Question.     Since  its  recognition  in  1981,  HIV  infection  and 
AIDS  have  emerged  as  the  nation's  most  pressing  public  health 
problem,  with  more  than  160,000  cases  of  AIDS  reported  to  date. 
What  are  the  current  trends  in  the  HIV  epidemic? 

Answer.     CDC  and  the  PHS  currently  estimate  that  1  million 
persons  are  infected  with  HIV  nationwide. 

Reported  cases  continue  to  increase  with  more  than  43,000  cases 
reported  in  1990,  a  23  percent  increase  over  the  number  reported  in 
1989. 

A  leveling  trend  has  been  noted  among  reported  cases  of  men 
who  have  sex  with  men,  with  proportionately  higher  increases 
reported  among  injecting  drug  users  and  individuals  who  have  been 
exposed  through  heterosexual  contact. 

Reported  AIDS  cases  in  women  account  for  an  increasing 
proportion  of  all  AIDS  cases  in  the  United  States.     In  1990,  11.5 
percent  of  all  reported  adult  cases  were  in  women.     Reported  cases 
among  women  increased  by  34  percent  in  1990  over  1989  as  compared 
to  a  22  percent  increase  among  men. 

HIV  disproportionately  affects  blacks  and  Hispanics.  In 
1990,  the  rate  per  100,000  population  for  blacks  was  53.8  compared 
to  42.0  for  Hispanics  and  14.0  for  non-Hispanic  whites. 

More  than  100,000  deaths  have  been  reported  among  individuals 
diagnosed  with  AIDS  and  HIV  was  the  third  leading  cause  of  death 
among  men  25-44  years  of  age  in  1988  (the  most  recent  year  for 
which  data  for  ranking  deaths  is  available).     In  1989,  it  was 
estimated  to  be  second,  after  unintentional  injuries.     Among  women 
25-44  years  of  age,  HIV  ranked  eighth  in  1988  among  causes  of  death 
and  in  1991,  based  on  current  trends,  HIV  is  likely  to  be  among  the 
5  leading  causes  of  death. 


HIV  IN  HEALTH-CARE  SETTINGS 

Question.     Recently  there  has  been  increasing  concern  among 
health-care  workers  about  their  risk  of  acquiring  HIV  infection  on 
the  job.     Now  you  have  reported  that  three  patients  got  AIDS  from  a 
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dentist.     What  is  CDC  doing  to  prevent  the  transmission  of  HIV 
infection  in  health-care  settings? 

Answer.     In  order  to  assess  and  reduce  the  risk  of  HIV 
transmission  in  health-care  settings,  CDC  conducts  a  variety  of 
surveillance  projects,  epidemiologic  risk-assessment,  laboratory 
investigations,  and  prevention,  control,  and  evaluation  activities. 
Major  areas  of  current  focus  include  surveillance  of  health  care 
workers  with  AIDS;  assessment  of  the  nature,  frequency,  and 
preventability  of  blood  contact  among  health  care  workers  and 
patients;  assessment  of  the  risk  of  HIV  transmission  due  to  these 
exposures;  evaluation  of  preventive  measures,  including  work 
practices  and  control  technology;  and  recently,  assessment  of  the 
risk  of  HIV  transmission  to  patients  during  invasive  procedures. 

Question.     ¥hat  is  your  position  on  HIV  testing  of  health 
care  workers  with  practice  restriction  for  those  who  test  positive? 

Answer.     CDC's  evaluation  of  the  possible  need  for  changes  in 
the  current  recommendations  for  prevention  of  HIV  transmission 
during  invasive  procedures  has  been  a  continuing  process,  with 
input  solicited  from  expert  consultants  and  from  the  public.  CDC 
convened  such  a  meeting  in  late  February,  1991,  to  review  the  risks 
of  HIV  and  hepatitis  B  virus  transmission  to  patients  during 
certain  invasive  procedures.     If  revisions  to  the  guidelines  are 
deemed  necessary,  a  draft  of  revised  recommendations  will  be 
circulated  for  public  comment  prior  to  their  being  issued. 

HIV/AIDS  AMONG  ADOLESCENTS 

Question.     Although  a  relatively  small  proportion  of  AIDS 
cases  occur  in  adolescents,  because  of  the  long  incubation  period 
of  the  disease,  most  young  people  who  become  infected  do  not 
develop  AIDS  until  they  are  in  their  20s.     How  is  CDC  assessing  HIV 
risk  and  HIV  infection  in  adolescents  and  what  are  you  finding? 

Answer.     As  part  of  our  serologic  surveillance  program,  CDC 
monitors  HIV  infection  prevalence  levels  and  trends  in  a  variety  of 
groups  including  those  groups  that  represent  young  adults.  The 
second  component  in  assessing  HIV  risk  in  adolescents  is  behavioral 
surveillance  research  .     Through  the  Youth  Risk  Behavior 
Surveillance  System,  CDC  helps  States  and  cities  regularly  monitor 
the  prevalence  of  health-risk  behaviors  among  high  school  students. 

In  virtually  all  the  adolescent  groups  assessed,  HIV 
infection  increases  progressively  with  year  of  age  from  the  mid- 
teens  up  well  into  the  late  20s.     This  indicates  that  adult  type 
risks  begin  in  the  early  teens,  as  does  HIV  infection,  and  continue 
throughout  the  adolescent  and  young  adult  period.     Over  the  past  3 
years,  HIV  prevalence  in  young  female  Job  Corps  students  has 
significantly  increased  and  now  exceeds  that  in  male  Job  Corps 
students.     CDC  is  undertaking  a  collaborative  study  with  the  Job 
Corps  to  evaluate  the  risks  most  responsible  for  this  HIV 
infection.     We  are  concerned  about  heterosexual  and  drug-related 
HIV  transmission  in  poor,  and  especially  minority,  youth,  as  well 
as  out-of -school  youth  in  homeless  and  run-away  situations. 
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CDC'S  CARE  ACT  IMPLEMENTATION 

Question.     How  does  CDC  plan  to  implement  the  Comprehensive 
AIDS  Resources  Emergency  (CARE)  Act  and  what  is  the  potential 
impact  of  CARE  on  current  prevention  programs? 

Answer.     In  FY  1992,  it  is  anticipated  that  CDC  will  award 
approximately  $102  million  for  early  intervention  services  under 
the  CARE  Act.     CDC  is  currently  drafting  a  proposed  notice  of  the 
availability  of  funds  to  support  state  formula  grants  in  FY  1992 
for  early  intervention  services  cited  in  Section  2641  of  the  Public 
Health  Service  Act  as  amended  by  the  CARE  Act  of  1990.  The 
availability  of  funds  is  scheduled  to  be  announced  in  the  Federal 
Register  prior  to  July,  1991.     The  application  submission  deadline 
will  be  October  1  and  funds  will  be  awarded  prior  to  January  1, 
1992. 

As  CDC  implements  the  formula  funding  provisions  of  the  CARE 
Act,  every  effort  will  be  made  to  ensure  that  each  state  receives 
no  less  than  85  percent  of  what  it  received  for  HIV  counseling, 
testing,  referral,  and  partner  notification  (CTRPN)  in  FY  1990. 
Based  upon  currently  available  data,  it  is  estimated  that  40 
states,  two  territories  and  Washington,  D.C.  will  receive  fewer 
dollars  for  early  intervention  services  in  FY  1992  than  they 
received  for  CTRPN  in  FY  1990  or  1991. 

Since  the  CARE  Act  requires  funding  recipients  to  expand 
existing  testing  services  to  include  tests  to  determine  the  extent 
of  immune  deficiency  and  to  provide  information  on  appropriate 
therapeutic  measures,  and  to  expend  at  least  35  percent  of  their 
funds  on  other  diagnostic  and  clinical  services  and  therapeutic 
measures,  Federal  support  for  current  CTRPN  services  may  have  to  be 
drastically  reduced.     As  a  result,  states  may  be  required  to  reduce 
or  eliminate  HIV  counseling  and  testing  sites  with  subsequent  staff 
reductions  or  increase  their  own  level  of  expenditures  for  these 
services. 

Under  the  CARE  Act,  the  six  directly- funded  city  health 
departments  (Chicago,  Houston,  Los  Angeles,  New  York  City, 
Philadelphia  and  San  Francisco)  will  continue  to  receive  an  amount 
equal  to  that  which  they  received  in  FY  1990  for  CTRPN.  However, 
the  city  health  departments  will  also  be  required  to  provide  the 
additional  testing  services,  as  well  as  the  other  clinical  and 
diagnostic  services  and  therapeutic  measures,  cited  in  the 
legislation. 

DIABETES 

Question.     Diabetes  remains  one  of  the  leading  causes  of 
death  and  disabling  complications.     What  is  CDC  doing  to  deal  with 
this  trend? 

Answer.     As  you  know,  CDC  has  been  designated  to  take  the 
lead  within  the  Federal  Government  for  translating  the  most 
promising  results  of  diabetes  research  into  widespread  clinical  and 
public  health  practice.    We  have  begun  by  strengthening  diabetes 
surveillance  nationally  and  at  the  State  level,  and  by  undertaking 
some  important  epidemiologic  projects,  to  develop  a  better 
understanding  of  the  nature  and  extent  of  the  diabetes  problem.  We 
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are  also  continuing  to  work  closely  with  27  State  and  Territorial 
health  departments  to  carry  out  State-based  programs  to  reduce  the 
burden  of  diabetes  and  its  complications.     We  estimate  that  CDC 
spends  over  $7  million  a  year  on  these  diabetes  activities. 


EMS 

Question.     Recently  a  contaminant  in  a  dietary  supplement 
appears  to  have  caused  in  excess  of  1,500  people  to  become  ill  with 
a  very  rare  disease  commonly  referred  to  as  EMS.     CDC  responded  and 
identified  the  cause  of  this  rare  ailment.     How  much  did  this 
response  cost  and  what  activities  were  not  undertaken  as  a  result 
of  addressing  the  EMS  emergency  situation? 

Answer.     The  Centers  for  Disease  Control  (CDC)  estimates  that 
the  dollar  cost  to  date  for  its  continuing  investigation  of 
Eosinophilia-Myalgia  Syndrome  to  be  $800,000.00  all  of  which  came 
from  CDC  core  funds.     These  costs  include  salary  and  travel  costs, 
laboratory  supplies  and  materials,  and  costs  for  other  related 
support  needs. 

These  investigations  also  include  allocating  CDC's 
epidemiologic,  laboratory,  and  management  resources  away  from 
ongoing  but  lower  priority  prevention  efforts.     As  a  result,  many 
important,  but  lower  priority  planned  or  ongoing  projects  were 
delayed  because  of  the  reassignments  of  personnel  and  reallocation 
of  funds  to  purchase  laboratory  materials.     For  example,  during  the 
course  of  the  EMS  investigations,  CDC  has  not  been  able  to 
undertake  systematic  epidemiologic  and  laboratory  studies  of  other 
toxicants  such  as  dioxin  and  mercury. 

Question.     How  can  we  address  this  situation  to  ensure  that 
CDC  does  have  funding  available  to  respond  to  problems  like  EMS,  or 
to  respond  in  cases  of  natural  disasters  here  and  abroad? 

Answer.     That  is  hard  to  answer  because  of  the  uncertainty  of 
when  during  a  year  the  disaster  will  occur,  how  extensive  is  the 
problem,  and  how  long  will  the  problem  last.     All  these  variables 
affect  the  cost  of  the  disaster. 


DATA  COLLECTION/ASSESSMENT 

Question.     In  the  Institute  of  Medicine's  report,  The  Future 
of  Public  Health,  assessment  is  one  of  the  three  core  functions  of 
public  health.     Assessing  what  is  going  on  will  become  increasingly 
important  over  the  next  decade  as  public  health  agencies  attempt  to 
monitor  progress  toward  achieving  the  national  health  objectives 
set  out  in  Healthy  People  2000. 

What  plans  does  CDC  have  to  improve  the  capabilities  of  State 
and  local  health  departments  to  assess  progress  in  preventing 
disease  and  improving  health? 

Answer.     CDC  plans  to  use  the  Preventive  Health  and  Health 
Services  block  grant  as  the  vehicle  for  assisting  States  in 
following  progress  toward  the  Year  2000  Objectives.     CDC  will  be 
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working  closely  with  other  PHS  agencies  and  representatives  of 
State  and  local  health  departments  to  develop  a  comprehensive 
assessment  plan.     The  plan  will  include  four  essential  elements: 
1)  developing  new  health  data, systems  to  track  priorities;  2) 
making  health  data  rapidly  available  to  States;   3)  building  State 
and  local  capacities  to  use  the  direct  programs;  and  4)  evaluating 
the  impact  of  programs. 

The  proposed  increase  for  assessment  supports  each  of  these 
elements,  with  special  reference  to  building  the  capacity  of  State 
and  local  health  departments.     It  also  allows  DHHS  to  actively 
advance  the  establishment  of  uniform  National  data  set  recommended 
by  the  lOM  and  the  PHS  Plan  to  Strengthen  Public  Health. 

EPIDEMIC  INTELLIGENCE  SERVICE  (EIS) 

Question.     CDC  has  been  very  successful  in  sending  out  young 
scientists  to  investigate  serious  public  health  problems  all  over 
the  U.S.  and  the  world.     These  disease  detectives  have  been 
instrumental  in  protecting  the  country  from  polio,  legionnaire's 
disease,  toxic  shock  syndrome,  etc.     It  is  my  understanding  that 
while  we  have  about  4,600  of  these  specialists  in  the  Epidemic 
Intelligence  Service  (EIS),  this  actually  is  less  than  half  of  what 
is  required.     How  is  CDC  addressing  this  shortage  and  is  there  a 
need  to  increase  the  number  of  individuals  participating  in  the  EIS 
Program?     In  your  professional  judgment,  what  would  CDC  require  in 
FY  1992  to  address  this  critical  need? 

Answer.     CDC's  major  effort  to  meet  the  need  for  well-trained 
epidemiologists  is  the  Epidemic  Intelligence  Service  Program.  CDC 
is  trying  to  make  the  composition  of  the  EIS  reflect  the  Nation's 
demographic  and  diverse  needs.     The  latest  group  of  outstanding 
public  health  professionals  CDC  has  accepted  to  join  the  EIS  this 
year  total  75  persons  and  includes  56  physicians  and  19  persons 
trained  in  other  disciplines,  such  as  nursing  and  veterinary 
medicine;  502  are  women,  and  11%  of  the  total  are  minorities.  CDC 
was  able  to  accept  only  75  outstanding  public  health  professionals 
to  join  the  EIS  this  year.     Over  50  additional  highly  qualified 
applicants  had  to  be  turned  away.     Additional  resources  will  enable 
CDC  to  train  these  and  other  health  professionals  to  meet  the 
Nation's  need  for  epidemiologists.     As  CDC  expands  into  other  areas 
of  health  promotion  and  disease  and  injury  prevention,  the  EIS 
Officers  will  continue  to  play  a  critical  role  in  State  and  local 
health  department  assignments  as  shifting  priorities  of  field 
assignments  include  new  prevention  initiatives  in  chronic  disease, 
environmental  and  occupational  health  and  injury  control. 
Currently,  the  demand  for  epidemiologists  in  the  States  far  exceeds 
the  supply.     In  our  professional  judgement,  at  least  $1,000,000  is 
needed  in  order  to  recruit,  train,  assign,  and  support  13 
additional  EIS  Officers,  which  would  require  reductions  of  other 
programs  within  the  domestic  discretionary  spending  cap. 


PREVENTION  CENTERS 

Question.     A  decrease  of  $418,000  has  been  proposed  for 
Prevention  Centers,  which  would  return  funding  to  $3,949,000,  the 
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same  level  provided  in  FY  1990.     Please  provide  a  breakout  of  how 
funding  in  FY  1991  will  be  spent. 

Answer.      CDC  currently  provides  financial  and  technical 
assistance  to  seven  Prevention  Centers --Columbia  University, 
University  of  Arizona,  University  of  Hawaii,  University  of  Illinois 
at  Chicago,  University  of  North  Carolina,  University  of  Texas 
Health  Science  Center  at  Houston,  and  University  of  Washington. 
Financial  assistance  varies  by  Center  depending  on  the  number  of 
approved  projects  and  stage  of  Center  development,  with  newly 
established  centers  funded  at  slightly  reduced  levels  compared  to 
more  mature  centers. 

The  funding  appropriated  for  FY  1991  will  allow  each  center 
to  maintain  current  activities,  plus  support  a  meeting  of 
Prevention  Center  staff  to  share  their  project  results.    We  also 
expect  to  add  an  additional  project  in  one  of  the  existing  Centers. 

Question.    What  impact  will  this  have  on  the  7  centers  now  in 
existence? 

Answer.     In  FY  1992,  CDC  will  continue  to  provide  both 
financial  and  technical  support  to  existing  Centers  at  the 
approximate  level  of  FY  1990.     Productive  prevention  research  and 
demonstration  activities  will  continue  at  all  Centers.     However,  if 
one  assumes  that  only  Federal  monies  are  used,  this  level  of 
funding  may  necessitate  somewhat  of  a  decrease  in  current 
activities,  given  costs  associated  with  inflation.    We  believe  the 
States  and  universities  will  obviously  support  such  efforts. 


Question.    What  is  the  cost  of  establishing  a  new  center? 

Answer.     Financial  assistance  has  requested  ranged  from 
$400,000  to  $750,000  to  begin  activities  as  new  Centers  have  been 
established. 


BREAST  AND  CERVICAL  CANCER 

Question.     The  FY  1992  budget  requests  $50  million  for  the 
Breast  and  Cervical  Cancer  Mortality  Prevention  Act.     How  many 
State  grants  for  comprehensive  screening  programs  will  be  awarded 
in  FY  1991  and  how  many  will  be  awarded  in  FY  1992? 

Answer.     In  FY  1991,  the  Centers  for  Disease  Control  (CDC) 
anticipates  funding  seven  to  nine  States  for  the  implementation  of 
comprehensive  breast  and  cervical  cancer  early  detection  and 
control  programs.      Awards  to  States  in  FY  1991  are  expected  to 
range  from  $2.5  to  $4.0  million,  and  will  enable  States  to  initiate 
screening  and  follow-up  activities  in  selected  populations  on  a 
statewide  basis.     With  a  $50  million  appropriation  in  FY  1992,  CDC 
would  increase  support  to  States  funded  in  FY  1991  to  allow  them  to 
reach  a  greater  number  of  women  in  need  and  would  also  enable  us  to 
add  one  or  two  additional  States  to  the  program. 
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Question.  Would  it  make  good  prevention  sense  to  expand  this 
program  to  all  50  States? 

Answer.     Yes,   it  would  make  good  prevention  sense  to  expand 
this  program  to  all  states.     Indeed,  the  level  proposed  in  the  FY 
92  budget  is  a  good  start  in  that  direction.     It  is  clear  that  in 
every  state  substantial  numbers  of  women  are  not  getting  screened 
for  breast  and  cervical  cancer.     For  many,   financial  barriers  are 
important.     For  others,   lack  of  knowledge  on  the  part  of  the  woman 
or  her  health  care  provider  may  contribute  to  not  being  screened. 
It  is  im.portant  to  point  out  that  mortality  from  breast  cancer 
alone  would  be  reduced  by  10-15,000  deaths  per  year   (over  a  30 
percent  reduction)   if  all  women  over  40  years  of  age  received  a 
regular  mammogram. 

It  should  also  be  noted  that  Medicare  coverage  has  been 
recently  expanded  to  provide  for  mammography  and  pap  smear 
screenings  for  women  65  and  older;   it  is  estimated  that  about  6 
million  women  will  be  served  by  this  coverage.     In  addition  to 
expanded  Federal  efforts,   the  number  of  States  mandating  that 
public  and  private  health  insurers  include  coverage  for  breast 
cancer  screenings  has  increased  to  at  least  33  States. 

Question.     When  will  you  have  data  on  outcomes  of  this 
screening  initiative? 

Answer.     CDC  will  routinely  obtain  information  from  funded 
States  on  the  number  of  women  who  receive  screening  and  follow  up 
services  from  this  program.     In  order  to  evaluate  the  impact  of 
this  effort  in  detecting  cancers  at  earlier  stages  of  development, 
and  ultimately  in  reducing  mortality,.  States  will  have  to  establish 
surveillance  systems  that  will  permit  this  type  of  monitoring.  CDC 
will  provide  assistance  to  States  in  the  development  and 
implementation  of  surveillance  systems  that  can  monitor  the  impact 
of  the  program  over  time.     Shifts  to  earlier  stage  of  diagnosis  of 
these  cancers,   through  widespread  utilization  of  these  proven 
screening  tests,   should  lead  to  mortality  changes  in  time. 

Question.  Cervical  cancer  claims  about  8,000  lives  per  year. 
Wliat  effort  is  CDC  undertaking  in  the  area  of  human  papillomavirus, 
which  has  been  discussed  as  a  cause  of  cervical  cancer? 

Answer.     Cervical  cancer  epidemiology  shows  that  the  disease 
behaves  as  a  sexually  transmitted  disease.     This  fact  has  been 
known  for  many  years.     However,   since  there  are  numerous  factors 
which  contribute  to  the  development  of  cervical  cancer, 
identification  of  the  sexually  transmitted,   infectious  agent  or 
agents  associated  with  cervical  cancer  has  been  difficult.  Recent 
work  from  numerous  laboratories  around  the  world  have  build  a 
strong  case  for  the  human  papillomaviruses  as  the  infectious  agent 
involved  in  cervical  cancer.     The  Center  for  Infectious  Diseases  is 
studying  the  human  papillomaviruses.     The  work  on  the  human 
papillomaviruses  in  the  CID  focuses  on  the  following  areas: 

Epidemiology  and  natural  history  of  HPV  infections  and 
disease.     This  work  centers  around  epidemiologic  studies  of 
human  papillomavirus  and  disease  in  selected  populations 
including  HIV  infected  women,  women  from  areas  of  high  cancer 
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incidence,  and  minority  women  of  the  southwest.     While  this 
work  deals  with  other  factors  contributing  to  cervical 
disease,  there  is  a  strong  emphasis  on  infectious  agents. 
Significant  emphasis  is  placed  on  looking  for  HPVs  with  high 
cancer  producing  ability  and  on  studying  the  interaction 
between  infectious  agents,  notably  HIV  and  HPV. 

Molecular  techniques  to  detect  HPV  in  clinical 
specimens.     This  work  is  focused  on  the  detailed 
characterization  of  the  nucleic  acids  found  in  HPV  in 
order  to  better  detect  the  agent  and  to  better 
understand  how  HPV  Infection  changes  the  infected 
cervical  cell  and  contributes  to  the  development  of 
cancer . 

CARDIOVASCULAR  DISEASE 

Question.    As  the  population  age  65  and  older  continues  to 
grow,  the  incidence  of  cardiovascular  disease  can  only  increase. 
What  more  needs  to  be  done  to  promote  prevention  of  cardiovascular 
disease? 

Answer.     Many  research  and  educational  efforts  are  presently 
under  way  at  the  community,  State,  and  national  levels  to  address 
the  growing  concern  of  cardiovascular  disease  and  its  major  risk 
factors:  cigarette  smoking,  high  blood  cholesterol,  high  blood 
pressure,  diabetes,  and  sedentary  lifestyle. 

A  growing  body  of  evidence  demonstrates  that  changing  certain 
health  behaviors,  even  in  old  age,  can  produce  definite  benefits  to 
health  and  to  the  quality  of  life.    Modifiable  lifestyle  behaviors 
such  as  cigarette  smoking,  sedentary  lifestyle,  and  consumption  of 
high  dietary  fats  are  just  a  few  of  the  behaviors  for  which 
aggressive  intervention  can  make  a  difference  in  preventing  the 
onset  or  in  diminishing  the  progression  of  cardiovascular  diseases. 

The  Year  2000  Objectives  report:  Healthy  People  2000. 
National  Health  Promotion  and  Disease  Prevention  Objectives 
establishes  a  template  for  action  in  various  prevention  arenas, 
including  cardiovascular  disease  prevention. 

While  targeted  interventions  are  increasingly  needed  for 
high-risk  populations,  such  as  older  adults  and  certain  ethnic  or 
socioeconomic  groups,  there  is  also  a  continued  need  for  the 
broader  programs  which  strive  to  increase  awareness  and  encourage 
healthy  behaviors  via  nationwide,  state-wide,  and  community-based 
campaigns  and  services.     CDC  continues  to  provide  technical 
assistance  in  these  areas.     Furthermore,  the  1992  President's 
budget  proposed  an  increase  of  $15  million  for  the  Preventive 
Health  and  Health  Services  Block  Grant  for  such  activities.  Of 
this  increase,  $4  million  will  be  used  to  achieve  improved 
accountability  of  resources,  and  improved  targeting  and  evaluation 
of  efforts  and  national  surveillance  activities  for  such  chronic 
diseases. 
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SPINA  BIFIDA 

Question.     Scientific  studies  have  suggested  that  the  use  of 
multivitamins  prior  to  and  early  in  pregnancy  may  help  prevent 
birth  defects  such  as  spina  bifida.     CDC  is  undertaking  a  study  -- 
the  China  Study  --  on  the  use  of  multivitamins.     How  much  is 
required  in  FY  1992  for  the  China  Study? 

Answer.     CDC  expects  to  continue  spending  $865,000  in  1992, 
the  same  level  as  supported  in  1991  for  the  pilot  study  for  a 
controlled  randomized  trial  of  the  effectiveness  of  multivitamins 
in  preventing  spina  bifida.     If  the  pilot  study  shows  the  study 
feasible,  CDC  will  consider  funding  options  and  priorities  in 
future  budget  proposals. 


INJURY  CONTROL 

Question.     Injury  is  the  leading  killer  of  our  children, 
claiming  an  estimated  22,000  children  under  the  age  of  20.  What 
more  needs  to  be  done  to  reduce  the  number  of  injuries? 

Answer.     A  national  campaign  of  proven-effective 
interventions  has  been  identified  by  the  CDC  Injury  Control  program 
to  reduce  deaths  and  injuries  to  children  in  motor  vehicle  and 
bicycle  crashes  and  a  multifaceted  campaign  to  limit  unsupervised 
access  of  children  to  firearms.     The  overall  approach  of  the 
campaign  will  be  to: 

o         Develop  and  carry  out  a  public  information  campaign 
that  is  national  in  scope; 

o         Work  with  our  partners  in  the  public  and  private  sector 
in  implementing  and  evaluating  the  interventions; 

o         Determine  the  most  effective  way  to  implement  the 
interventions; 

o         Provide  information  to  stimulate  appropriate  regulatory 
and  legislative  changes;  and, 

o         Manage  and  evaluate  the  campaign. 

The  1992  President's  budget  includes  $26.1  million  for  injury 
control  activities.     This  is  an  increase  of  $2  million,  or  +8Z , 
over  1991. 


DISASTER  PREPAREDNESS 

Question.     As  catastrophic  emergencies  have  occurred,  such  as 
hurricanes,  flooding,  earthquakes,  or  releases  of  hazardous 
materials,  a  strain  is  put  on  local  and  State  health  departments. 
What  is  CDC's  role  in  emergency  preparedness  and  response? 

Answer.  CDC  is  working  closely  with  the  other  PHS  Agencies 
and  Regional  Offices  to  ensure  that  viable  response  plans  are  in 
place  and  are  tested  periodically.    We  have  a  dedicated  staff  of 
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Emergency  Response  Coordinators  who  provide  preparedness  and  health 
response  assistance  throughout  the  U.S.     CDC  operates  a  2A-hour 
emergency  response  system  and  response  teams  can  be  on-site  within 
hours . 

In  the  near  future,  an  Emergency  Response  Coordinator  will  be 
assigned  to  assist  the  Central  United  State  Earthquake  Consortium 
and  their  seven  member  States  in  preparing  for  earthquakes  and 
other  natural  disasters. 

We  are  actively  involved  in  natural  and  technologic  disaster 
response  preparations  throughout  the  country. 

Question.     Does  CDC  have  a  reserve  on  which  to  draw  to 
respond  to  such  emergencies? 

Answer.     As  part  of  its  mission,  CDC  makes  extensive  use  of 
its  existing  personnel  and  fiscal  resources  to  respond  to  routine 
requests  for  assistance.     In  the  event  of  a  major  disaster 
requiring  extraordinary  federal  resources,  a  Presidential  disaster 
declaration  would  be  made  and  CDC  activities  would  be  supported 
through  the  Stafford  Act.     In  addition,  CDC  has  access  to  PHS 
Commissioned  Corps  Officers  who  can  be  mobilized  to  respond  to 
respond  in  emergency  situations. 

Question.     In  your  professional  opinion,  what  should  be  the 
amount  of  a  reserve  or  contingency  fund  be  from  which  CDC  could 
draw  to  respond  to  natural  disasters  or  threats  to  the  public 
health? 

Answer.     In  our  professional  opinion,  the  American  public 
could  be  better  seved  if  a  $10,000,000  Director's  contingency  fund 
were  established  to  respond  to  natural  disasters,  threats  to  the 
public  health,  and  new  and  emerging  diseases  and  conditions. 

Although  this  is  my  professional  judgement,  I  did  not  request  these 
resources  this  year  within  the  Administration's  process  to 
formulate  the  1992  budget,  and  thus,  there  was  never  the 
opportunity  to  weigh  these  increases  against  other  competing 
priorities  within  CDC  or  other  parts  of  the  President's  budget 
request. 


■    -  IMMUNIZATION 

Question.     Over  the  last  2  years,  many  of  the  measles  cases 
occurred  in  children  less  than  24  months  of  age  whose  families  were 
participants  in  low- income  assistance  programs  such  as  WIC  and 
AFDC.     The  FY  92  request  includes  an  increase  of  $8,700,000  to 
investigate  and  evaluate  the  effectiveness  of  coordinating 
assistance  programs  with  documented  immunization  of  young  children. 
How  will  this  program  be  conducted? 

Answer.     The  principal  cause  for  the  measles  epidemic  in  1989 
and  1990  was  failure  to  deliver  vaccinations  to  at-risk  preschool- 
aged  children  at  the  appropriate  age,  particularly  in  inner  cities. 
In  1990,  the  proportion  of  cases  in  preschool-aged  children 
increased  to  almost  half,  the  highest  proportion  since  the  start  of 
national  data  collection  in  1973.    Most  of  these  preschool  children 
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were  unvaccinated .     Although  inner-city,  minority,  and  preschool 
children  are  often  described  as  hard-to-reach,  many  of  them  are  in 
regular  contact  with  public  assistance  programs.  Recent 
investigations  of  several  inner-city  measles  outbreaks  indicate 
that,  depending  on  the  site,^     40-91  percent  of  unvaccinated 
preschool  cases  were  enrolled  in  one  or  more  public  assistance 
programs.     Programs  such  as  WIC  or  AFDC  typically  see  enrolled 
families  frequently  (every  1  to  2  months)  and  offer  additional 
opportunities  to  vaccinate  high-risk  children. 

One  chief  goal  of  this  program  is  to  link/ coordinate 
immunization  with  other  public  assistance  programs.  An 
Intergovernmental  Comm.ittee  on  Immunizations  has  been  formed. 
Through  this  group,  which  includes  the  various  agencies  of  the 
Departments  of  Agriculture,  Health  and ^ Human  Services,   and  Housing 
and  Urban  Development  that  are  involved  in  vaccine  delivery  or 
serving  high-risk  populations,  selective  pilot  studies  will  be 
conducted  to  investigate  and  evaluate  the  effectiveness  of  a 
variety  of  approaches  for  improving  immunization  coverage  of 
infants  and  young  children  served  by  low- income  assistance 
programs.     Through  this  committee,  we  will  also  ensure  that  the 
immunization  status  of  WIC  and  AFDC  clients  is  assessed  and  that 
on-site  vaccination  or  referral  for  vaccination  is  established. 


Question.     CDC  has  reported  that  many  children  do  not  receive 
immunizations  at  the  appropriate  age  because  of  barriers  to 
immunization  services.     What  are  those  barriers  and  what  actions  do 
you  plan  to  take  to  eliminate  those  barriers? 

Answer.     While  investigating  outbreaks  of  measles,  a  number 
of  policy  and  resource  barriers  to  immunization  of  preschool-aged 
children  have  been  identified.     The  policy  barriers  include: 
immunization  availability  by  appointment  only,  requirements  for 
physical  examination  prior  to  immunization,  need  for  physician 
referral  in  order  to  be  vaccinated,  and  requirements  for  enrollment 
in  well-baby  clinics  in  order  to  be  immunized.     State  and  local 
resource  barriers  include:     insufficient  clinic  personnel, 
inadequate  clinic  hours,  and  too  few  clinic  locations.  These 
barriers  are  disincentives  to  obtaining  age-appropriate 
imm.unizations  and  must  be  addressed  in  each  public  health  agency 
where  they  occur  in  order  to  attain  immunization  levels  of  90 
percent  in  preschool-aged  children. 

CDC  is  requesting  $6.3  million  and  26  FTEs  to  conduct  indepth 
program  reviews  of  State  and  local  immunization  activities. 
Through  these  reviews,  area- specif ic  barriers  will  be  identified 
and  CDC  will  assist  State  and  local  health  officials  in  developing 
action  plans  to  remove  or  reduce  those  barriers.     In  a  limited 
number  of  locations,   demonstration  projects  will  be  conducted  to 
evaluate  the  effectiveness  of  those  efforts  in  increasing  vaccine 
coverage. 

Question.     Haemophilus  influenzae  type  b  is  the  most  common 
cause  of  meningitis  and  the  major  cause  of  invasive  bacterial 
meningitis  in  children  under  5  years  of  age.     The  ability  to  use 
Hib  vaccines  in  infants  less  than  15  months  of  age  creates  the 
potential  to  prevent  12,000  to  18,000  deaths  annually.     How  much 
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funding  is  required  to  meet  100  percent  of  the  public  sector's 
need? 

Answer.     Based  on  a  new  contract  which  was  awarded  March  13, 
1991,  the  $36  million  requested  in  the  1992  President's  budget  for 
Hib  vaccine  will  purchase  6,979  million  doses  of  vaccine  or 
approximately  87  percent  of  the  public  sector's  annual  need.  Based 
on  this  new  contract  price,  and  on  revised  estimates  of  the  number 
of  new  births  per  year,   it  is  estimated  that  an  additional  $5.3 
million  would  be  required  to  meet  100  percent  of  the  public 
sector's  need  in  1992,  following  reductions  in  other  programs  under 
the  domestic  discretionary  spending  cap.     However,  CDC  does  not 
currently  purchase  100  percent  of  the  public  sector  need  of  any 
childhood  vaccine. 


Question.     Although  there  is  an  effective  vaccine  for 
hepatitis  B,  the  number  of  cases  which  occur  each  year  is  higher 
than  before  the  vaccine  became  available  in  1982.     VThat  is  being 
done  to  curb  transmission  of  hepatitis  B  to  children,  and 
specifically,  how  are  we  addressing  high  risk  infants? 

Answer.     The  President's  budget  for  1992  includes  $13,766,000 
in  grant  funds,  which  includes  an  increase  of  $1,845,000,  to 
continue  and  expand  the  public  sector  screening  and  immunization 
program  initiated  in  1990  to  reduce  perinatal  transmission  of 
hepatitis  B.     This  funding  level  will  support  95  percent  of  the 
public  sector's  need  for  the  screeing  of  pregnant  women  for 
hepatitis  B  and  the  immunization  of  approximately  17,800  infants 
born  to  infected  carrier  mothers. 


Question.     What  would  it  take  to  implement  universal 
immunization  of  children? 

Answer.     We  believe  that  it  would  take  3-  to  5-  years  to 
fully  implement  a  program  for  universal  immunizations  of  infants 
against  hepatitis  B.     If  such  a  program  were  to  begin  in  1992,  to 
become  fully  operational  we  estimate  that  an  additional  $55-$60 
million  per  year  in  grant  funds  would  be  needed  by  1996-1997.  This 
estimate  includes  a  projected  price  reduction  of  about  30  percent 
in  the  cost  of  vaccine  or  a  savings  of  about  $10  million.  These 
grant  funds  would  be  in  addition  to  the  current  funding  support  for 
the  perinatal  grant  program.     The  first  phase  of  reaching 
approximately  20  percent  of  infants  in  the  public  sector  is 
estimated  to  require  an  additional  $15.0  million  in  grant  funds, 
after  reductions  were  taken  for  other  programs  within  the  domestic 
discretionary  cap.     However,   the  CDC  budget  proposal  for  FY  1992 
does  not  request  any  such  additional  funds  for  universal 
immunization  of  children  against  hepatitis  B.     Other  prevention 
activities,   such  as  removing  immunization  barriers,  control  of 
congenital  syphilis,  prevention  block  grant  enhancements,  screening 
breast  and  cervical  cancer  and  childhood  lead  poisoning,  health 
surveys,  infant  mortality  surveillance  and  investigations,  are 
regarded  by  CDC  as  higher  priorities  than  universal  hepatitis  B 
immunization  of  children,  as  the  1992  budget  request  indicates. 
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TROPICAL  DISEASES 

Question.    What  is  CDC  doing  to  prevent  tropical  infectious 
diseases  and  reduce  the  threat  of  newly  emerging  diseases? 

Answer.     CDC  is  deeply  concerned  with  the  striking  increase 
in  tropical  infectious  diseases  and  recognizes  that  this  problem 
will  continue  to  grow.  CDC  is  utilizing  its  traditional  public 
health  strength  in  laboratory  and  epidemiologic  science  to  develop 
cost  effective  approaches  most  likely  to  have  greatest  impact. 
These  include  carrying  out  surveillance  to  identify  disease 
transmission,  risk  factors,  cases  and  epidemics;  developing  and 
improving  diagnostic  tests;   carrying  out  epidemiologic  studies; 
evaluating  interventions,  prevention  and  control  strategies; 
developing  and  evaluating  new  vaccines  and  promoting  health  through 
training  and  education.     Some  specific  examples  include:  studies 
to  determine  control  factors  which  contribute  to  and  prevent 
transmission  of  cholera  and  shiga  dysentery;  evaluation  of  new 
prophylaxis  regimens  for  prevention  of  drug-resistant  malaria  and 
expansion  of  our  network  for  providing  public  information  on  ^ 
malaria  prevention;  efforts  on  development  of  a  dengue  vaccine 
through  collaborative  relationships  with  the  U.  S.  Army  Medical 
Research  and  Development  Command  and  University  of  Puerto  Rico,  "We 
are  continuing  to  build  our  surveillance  systems  and  technical  and 
epidemiologic  expertise  in  order  to  be  ready  to  identify  and 
respond  to  new  disease  problems  as  they  emerge.     The  complexity  of 
the  infectious  organisms  involved  in  tropical  disease  and  their 
propensity  to  mutate  with  changing  virulence  means  that  we  must  be 
able  to  respond  rapidly  and  effectively  to  protect  our  populations. 

LABORATORY  TESTS 

Question.     Considerable  concern  has  been  expressed  over  the 
accuracy  of  laboratory  tests.     To  address  these  concerns,  the 
Congress  passed  the  Clinical  Laboratory  Amendments  of  1988  (CLIA) . 
It  is  anticipated  that  approximately  300,000  laboratories  will  be 
subject  to  CLIA.     What  role  does  CDC  play  in  the  implementation  of 
CLIA. 

Answer.     Through  a  Memorandum  of  Understanding,  CDC  provides 
technical  and  scientific  support  to  Health  Care  Financing 
Administration  to  develop  and  implement  CLIA  '88. 

CDC  is  specifically  responsible  for  assisting  HCFA  in  the 
development  of  final  regulations  for  the  complexity  model  including 
the  technical  advisory  committee,  proficiency  testing  and  cytology 
aspects  of  the  Amendments.     These  CDC  tasks  comprise  developing  the 
final  rule  for  CLIA  including  the  reading,   coding,  and  tabulating 
comments  concerning  the  above  aspects  and  identifying  the  major 
issues  and  regulatory  alternatives.     In  collaboration  with  FDA,  CDC 
will  develop  a  scientifically  supportable  set  of  alternatives  and 
assist  HCFA  to  draft  regulatory  text. 

CDC  also  provides  ongoing  technical  and  scientific  support  to 
HCFA  for  the  development  of  standards,   resolution  of  technical 
issues,  review  of  proficiency  testing  provider  programs  ar.d 
accrediting  organization  standards  for  equivalency,   and  for  the 
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development  and  delivery  of  training  interventions  identified 
through  the  implementation  of  CLIA. 

Question.     The  practice  of  public  health  can  often  be 
.improved  by  inrreasing  the  knowledge  and  55kj  1 .1  s  pos«esf?ed  by  the 
public  health  workforce.    What  is  CDC  doing  to  reach  public  health 
workers  in  need  of  essential  training? 

Answer.     In  1988,  The  Institute  of  Medicine  Report,  The 
Future  of  Public  Health,  indicated  numerous  weaknesses  within  the 
infrastructure  of  public  health  in  this  country  and  outlined  a 
series  of  recommendations  for  strengthening  this  infrastructure. 
One  of  those  recommendations  stated  that  public  health  training 
should  place  greater  emphasis    on  managerial  and  leadership  skills 
such  as  the  ability  to  communicate  important  agency  values  to 
employees  and  enlist  their  commitment;  to  sense  and  deal  with 
important  changes  in  the  environment;  to  plan,  mobilize,  and  use 
resources  effectively;  and  to  relate  the  operation  of  the  agency  to 
its  larger  community  role.     Thus,  CDC  is  currently  examining  a 
variety  pf  options  to  assist  high  level  public  health  officials  in 
strengthening  their  management  and  leadership  skills. 

CDC  is  utilizing  a  variety  of  modern  training  and 
communications  techniques  to  increase  the  accessibility  and 
efficiency  of  its  training  activities.     Examples  include  computer- 
based  electronic  bulletin  boards  for  exchange  of  health  information 
and  self  study  training  packages  to  reach  larger,  more  diverse  and 
geographically  disperse  audiences. 

In  1989,   training  was  implemented  at  the  regional  and  local 
level  through  the  establishment  of  the  National  Laboratory  Training 
Network  which  not  only  delivers  training,  but  also  serves  as  an 
important  resource  for  information  about  laboratory  training 
activities  and  materials  which  are  available  nationally  and  locally 
to  laboratory  professionals.     CDC  developed  the  National  Laboratory 
Training  Network  (NLTN)  to  strengthen  the  skills,  particularly  HIV 
antibody  testing,  of  laboratory  workers  throughout  the  country. 
The  NLTN  has  been  a  success  in  reaching  a  wide  variety  of 
laboratory  workers  in  the  public  and  private  sectors.     CDC  is 
examining  its  potential  as  a  model  for  developing  a  broader  public 
health  training  network  designed  to  meet  the  need  for  improved 
management  and  health  practice  skills  of  health  workers  at  all 
levels . 


NATIONAL  HEALTH  INTERVIEW  SURVEY 

Question.     The  National  Health  Interview  Survey  is  a  major 
source  of  data  on  the  health  of  the  American  people,  including  data 
on  the  Year  2000  Health  objectives.    What  is  the  status  of  this 
survey  in  the  FY  1992  request? 

Answer.     The  request  contains  sufficient  resources  to  fully 
fund  the  1992  National  Health  Interview  Survey  (NHIS)($10.7  million 
to  direct  survey  costs).     Data  collection  will  continue  at  the  full 
sample  size  of  50,000  households.     In  addition  to  items  included  in 
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each  year's  questionnaire,  the  1992  NHIS  will  focus  on  adolescent 
risk  behaviors  and  other  areas  relative  to  the  Year  2000 
Objectives;  cancer  epidemiology  and  control,  AIDS/HIV  knowledge  and 
attitudes,  and  detailed  data  on  income  and  program  participation 
for  policy  research. 

AUTOMATION  AND  TECHNOLOGY 

Question.     Your  request  for  FY  1992  includes  funding  for 
efforts  to  improve  the  timeliness  and  quality  of  health  statistics, 
and  access  to  those  statistics.     What  kinds  of  activities  will  be 
supported  by  these  funds? 

Answer.     The  President's  request  recognizes  that  investment 
in  improving  our  ability  to  measure  our  nation's  health  needs,  and 
to  target  and  measure  the  effectiveness  of  public  health  programs 
is  particularly  critical.     All  public  health  programs  included  in 
the  President's  budget,  as  well  as  medical  research  and  entitlement 
programs,  rely  on  timely,  high  quality  data. 

The  increase  in  the  request  of  $3,535,000  for  automation  and 
technology  development  will  provide  the  following  benefits: 

Increased  timeliness,  with  considerably  shorter  lag 
time  between  data  collection  and  release  of  published 
reports  and  electronic  data  to  the  public. 

Increased  productivity  through  it-proved  analytic 
output,  improved  access  to  data  by  public  and 
Government  researchers,  and  improved  responsiveness  in 
answering  public  inquiries. 

Improved  quality  of  data,  by  reducing  the  number  of 
manual  steps  that  introduce  human  error. 

Examples  of  activities  that  will  be  undertaken  under  the 
request  include  expanding  the  use  of  laptop  computers  in  home 
interviews;  developing  automated  coding  and  data  processing  systems 
to  speed  production  of  vital  statistics;  and  expanding  access  to 
data  through  increased  use  of  electronic  data  dissemination 
products,  such  as  compact  disk  (CD-ROM)  and  other  PC-oriented 
tools . 


INFRASTRUCTURE 

Question.     The  Institute  of  Medicine  Report  on  the  Public 
Health  System  stated  that  if  State  and  local  health  agencies  are  to 
fulfill  their  mission  of  providing  quality  health  services,  they 
would  need  improvements.     Dr.  Roper,  one  of  your  agenda  items  for 
CDC  includes  rebuilding  infrastructures.     First,  would  you  explain 
what  needs  to  be  done  at  the  State  and  local  health  agency  level. 
Second,  please  explain  what  needs  to  be  done  at  CDC  to  rebuild  it's 
infrastructure  to  support  State  and  local  health  agencies. 

Answer.     Efforts  to  strengthen  the  public  health 
infrastructure  need  to  focus  on  approaches  designed  to  enhance  the 
capacity  of  state  and  local  health  agencies  to  carry  out  the  core 
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functions  of  public  health  such  as  assessment,  policy  development, 
and  assurance  such  as  defined  in  the  lOM  Report. 

The  ability  of  State  and  local  health  agencies  to  carry  out 
those  functions  is  determined  by:  1)  the  knowledge,  skills,  and 
abilities  of  the  public  health  workforce:  2)  leadership,   3)  the 
availability  of  resources;  and  4)  the  organizational  relationships 
throughout  the  system. 

The  CDC  budget  request  includes  funding  to  support  assessment 
strategies  with  special  reference  to  building  the  capacity  of  State 
and  local  health  departments. 


QUESTIONS  SUBMITTTED  BY  SENATOR  ROBERT  C.  BYRD 

OCCUPATIONAL  SAFETY  AND  HEALTH  LABORATORY 

Question.     The  FY  1991  appropriation  bill  provided  $24 
million  to  begin  construction  of  the  new  occupational  safety  and 
health  laboratory.     Please  provide  a  timetable  for  the  completion 
of  this  project. 

Answer.     The  architectural  and  engineering  contract  for  the 
new  laboratory  was  awarded  in  September  1990. 

We  anticipate  construction  to  begin  in  June  1992  and  be 
completed  by  November  1994. 


MORGANTOWN  LABORATORY  POSITIONS 

Question.     I  am  concerned  over  the  number  of  positions  that 
remained  unfilled  at  the  Appalachian  Laboratory  on  Occupational 
Safety  and  Health.     What  steps  are  being  taken  to  fill  those 
vacancies? 

Answer.     CDC  has  committed  to  a  special  recruiting  effort  for 
the  Morgantown  NIOSH  laboratory.     We  have  employed  a  personnel 
generalist  at  the  facility  to  plan  increased  recruitment  to  address 
current  and  future  needs.     NIOSH  is  assigning  the  new  occupational 
safety  and  health  laboratory  building  team  with  the  responsibility 
of  carrying  out  recruitment  activities  according  to  the  plans  being 
developed. 


Question.     Please  provide  a  list  of  the  number  of  FTE's  at 
the  Appalachian  Laboratory  on  Occupational  Safety  and  Health  for 
FY's  1990,  1991  and  the  projected  number  of  FTE's  for  FY  1992. 
Also  include  the  number  of  actual  people  on  board  as  well  as  a  list 
of  vacancies. 
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Answer.     The  number  of  FTE's  and  a  list  of  vacancies  follows: 

FY  1990  210 
FY  1991  Estimate  267 
FY  1992  Estimate  267 

As  of  Febraury  22,  1991,  212  employees  were  on  board  in  Morgantown. 

Current  Vacancies 

#  of 

Vacancies  Position  Title 

1  Deputy  Director,  Division  of  Respiratory  Disease 

Studies  (DRDS)  P 

1  Chief,  Examination  Processing  Branch  (DRDS) 

1  Chief,  Pathology  Section  (DRDS) 

1  Chief,  Clinical  Section  (DRDS) 

1  Chief,  Safety  and  Controls  Section,  Division  of  Safety 

&  Research  (DSR) 

1  Chief,  Science  and  Policy  Coordination  Activity  (DSR) 

1  Assistant  Chief,  Certification  and  Quality  Assurance 

Branch  (DSR) 

1  Administrative  Officer 

1  Staff  Assistant 

1  Molecular  Biologist 

3  Bio  Lab  Technician 

3  Secretary 

3  Medical  Officer 

4  Statistician 

3  Computer  Programmer 

1  Histopath  Technician 

1  Writer  Editor 

9  Epidemiologist 

1  Coordinator,  Health  Hazard  Evaluations 

3  Industrial  Hygienist 

1  Project  Control  Clerk 

1  Physical  Science  Technician 
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1  Clinical  Physiologist 

1  Pulmonary  Function  Technician 

1  Public  Health  Communicator 

1  ^  Clerk-Typist 

4  Engineer 

1  Chemist 

1  Safety  &  Occupational  Health  Specialist 

1  Microbiologist 

1  Physical  Science  Technician 

1  Safety  Officer 

BREAST  AND  CERVICAL  CANCER 


Question.     The  Congress  provided  funding  in  FY  1990  and  in 
FY  1991  to  begin  a  breast  and  cervical  cancer  screening  initiative. 
West  Virginia  received  planning  funds  in  FY  1990.    What  funding 
level  will  West  Virginia  receive  in  FY  1991,  and  what  is  the 
projected  amount  that  the  State  will  receive  in  FY  19927 

Answer,     In  FY  1990,  the  West  Virginia  project  was  approved  for 
funding  through  a  competitive  review  process.     The  State  was 
awarded  $400,000  in  direct  and  financial  assistance  to  begin 
preparatory  activities  that  would  enable  them  to  establish  a 
comprehensive  breast  and  cervical  screening  program  in  subsequent 
years. 

In  FY  1991,  West  Virginia  will  be  eligible  to  receive  up  to 
$2.5  million  to  implement  the  more  comprehensive  program,  which 
includes  actual  provision  of  screening  and  follow-up  services.  The 
actual  amount  of  the  award  will  depend  on  West  Virginia's  request 
and  their  ability  to  meet  the  matching  requirement  as  described  in 
Public  Law  101-354. 

Given  the  anticipated  appropriation  of  $50  million  in  FY  1992, 
each  State  funded  in  FY  1991  will  receive  increased  funding  to 
enable  them  to  expand  their  screening  efforts  to  reach  additional 
women  in  a  wider  geographic  area.    West  Virginia  will  be  eligible 
for  up  to  $5  million,  depending  on  their  request  and  ability  to 
meet  the  matching  requirement. 


PREVENTION 

Question.    West  Virginia  is  a  rural  State  that  has  a  myriad  of 
health  problems,  including  high  incidence  of  lung  cancer,  diabetes, 
perinatal  and  infant  mortality,  and  a  shortage  of  physicians  in 
many  areas  of  the  State.    What  is  CDC  currently  doing  in  West 
Virginia  in  the  areas  of  prevention/ intervention  and  in  your 
professional  judgment,  what  more  needs  to  be  done? 
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Answer.     West  Virginia  ranks  second  only  to  Michigan  in  age- 
adjusted  chronic  disease  mortality.     More  than  half  of  all  deaths 
in  the  nation  can  be  attributed  to  one  of  nine  chronic  diseases: 
stroke,  coronary  heart  disease,  chronic  obstructive  lung  disease 
(COPD),  lung  cancer,  breast  cancer,  cervical  cancer,  colorectal 
cancer  and  cirrhosis.     In  West  Virginia,  the  pattern  is  similar, 
with  53Z  of  the  deaths  due  to  these  nine  diseases.  Specifically, 
West  Virginia  has  been  found  to  rank  3rd  in  cervical  cancer  rates, 
4th  in  lung  cancer  rates,  6th  in  diabetes,  7th  in  coronary  heart 
disease  and  15th  in  stroke. 

In  response  to  these  needs,  the  Centers  for  Disease  Control  has 
established  two  collaborative  programs  with  the  West  Virginia 
Department  of  Health.     First,  in  1985  West  Virginia  was  one  of  the 
early  participants  in  the  Planned  Approach  to  Community  Health 
(PATCH)  program  that  now  involves  eight  counties.     In  this  program, 
local  agencies  and  citizens  are  provided  technical  assistance  to 
enable  them  to  plan  chronic  disease  prevention  and  health  promotion 
programs  that  address  leading  health  problems.     Second,  the  CDC ' s 
Office  of  Surveillance  and  Analysis  provides  funding  and  technical 
assistance  to  carry  out  Behavioral  Risk  Factor  Surveillance.  This 
survey  of  the  prevalence  of  major  risk  factors  for  the  leading 
causes  of  mortality  and  morbidity  helps  agency  planners  to  target 
the  State's  most  serious  health  problems.     And,  third,  the  Division 
of  Chronic  Disease  Control  and  Community  Intervention  collaborates 
with  the  West  Virginia  Department  of  Health  in  the  delivery  of  a 
school-based  program  that  addresses  the  high  prevalence  of 
cardiovascular  risk  factors  among  elementary  and  secondary  school  < 
children. 

In  our  professional  judgement,  additional  efforts  could  be 
directed  toward  ensuring  that  currently  existing  intervention 
methods  and  materials  are  designed  to  address  the  special  needs  of 
the  citizens  of  West  Virginia.     CDC  also  works  with  State  and  local 
agencies  in  the  areas  of  AIDS /HIV,  diabetes,  immunization, 
occupational  safety  and  health,  sexually  transmitted  disease,  and 
tuberculosis. 


QUESTIONS  SUBMITTTED  BY  SENATOR  DALE  BUMPERS 

COUNSELING  AND  TESTING 

Question.  Dr.  Roper,  how  much  counseling  and  testing  will  your 
FY  91  appropriation  support? 

Answer.     If  trends  since  1988  continue  through  FY  1991,  CDC 
projects  that  nearly  1.9  million  HIV-antibody  tests  will  be 
administered  at  publicly  funded  counseling  and  testing  sites  in 
1991,  and  approximately  72,500  will  be  positive. 


Question.     In  FY  92,  with  the  addition  of  early  intervention 
services  requirements  but  level  funding  requested  by  the  President, 
how  much  less  counseling  and  testing  will  be  supported? 

Answer.     Although  the  CARE  legislation  requires  grantees  to 
expend  at  least  35  percent  of  their  formula  grant  awards  on 
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counseling,  testing,  referral  and  partner  notification  (CTRPN)- 
related  activities,  they  are  also  required  to  expend  at  least  35 
percent  on  other  early  intervention  services.     However,  grantees 
will  have  a  great  deal  of  latitude  on  allocating  the  remaining  30 
percent,  i.e.,  they  may  expend  all  or  a  portion  of  it  on  CTRPN- 
related  services  or  other  early  intervention  services  or  a  variety 
of  optional  services.  If  the  states  only  allocate  the  required 
minimum  35  percent  of  CARE  grant  funds  for  HIV-antibody  counseling 
and  testing  (C/T)  in    FY  1992,  then  an  estimated  1,235,000  fewer 
tests  would  be  performed  compared  to  FY  1991.     However,  if  all 
states  expend  all  of  their  allowable  discretionary  funds  (30 
percent)  for  C/T  in  addition  to  the  35  percent  minimum  mandated  by 
the  CARE  Act,  an  estimated  665,000  fewer  tests  will  be  performed. 

Question.     In  the  professional  estimation  of  the  CDC,  how  much 
additional  money  would  be  required  in  Title  III  to  maintain  the 
current  level  of  testing  and  counseling  AND  provide  early 
intervention  services  for  those  who  need  them? 

Answer.     If  one  assumes  that  all  of  the  States  will  choose  to 
expend  only  the  minimum  required  35Z  of  their  CARE  formula  grant 
funds  on  CTRPN-related  services,  then,  in  our  professional 
judgement,  it  would  take  an  additional  $189.4  million  above  the 
requested  $102  million  to  ensure  that  no  State  receives  less  funds 
in  1992  under  the  CARE  Act  for  CTRPN-related  activities  than  was 
received  in  1991.     On  the  other  hand,  if  one  assumes  that  all  of 
the  States  will  choose  to  make  maximum  use  of  their  allowable  30Z 
discretionary  funding  under  the  CARE  Act  for  CTRPN-related 
services,  then  it  would  take  $54.9  million  above  the  requested  $102 
million  to  maintain  CTRPN  funding  at  1991  levels.     In  either  case, 
such  funding  levels  would,  of  course,  require  offsetting  reductions 
in  other  programs  within  the  domestic  discretionary  spending  cap. 


QUESTIONS  SUBMITTTED  BY  SENATOR  HARRY  REID 

CHILDHOOD  LEAD  POISONING 

Question.     In  his  February  21,  1991,  testimony  before  the  Toxic 
Substances  Subcommittee  that  I  chair.  Assistant  Secretary  for 
Health  Mason  stated  that  "we  have  the  tools  to  eliminate  childhood 
lead  poisoning  in  the  next  20  years"  and  that  "we  do  not  need  new 
technology  to  complete  this  task."     I  agree--the  government  and 
people  have  the  willingness,  especially  the  financial  willingness. 
to  do  so. 

While  the  Administration's  budget  proposal  represents  a  major 
increase  over  current  budgeted  expenditures,  isn't  it  inadequate  to 
meet  the  goals  of  the  Strategic  Plan? 

Answer.     Implementation  of  this  plan  is  going  to  require  a 
combined  effort  among  all  levels  of  government  and  the  private 
sector.     The  CDC  budget  requests  $14.9  million  in  FY  1992  for 
support  of  State  and  local  childhood  lead  poisoning  prevention 
programs.     This  is  an  increase  of  $7,1  million  (+922)  over  1991 
appropriations.     We  believe  these  funds,  in  addition  to  the  funds 
being  requested  for  lead  abatement  activities  by  the  Department  of 
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Housing  and  Urban  Development,  are  a  significant  step  in  attacking 
this  problem. 

Question.     How  much  of  the  $974  million  will  be  needed  for  the 
first  year  of  the  Strategic  Plan?    Why  has  the  Administration  not 
sought  the  full  amount  of  such  first  year  funding? 

Answer.  The  first  year  of  the  Strategic  Plan  calls  for  $111 
million.  This  represents  a  shared  commitment  by  the  private  and 
public  sectors,  not  an  entirely  public  sector  effort. 

Question.    How  much  of  the  $974  million  will  be  needed  for  each 
of  the  other  four  years  of  the  Strategic  Plan?    What  level  of 
federal  funding  does  the  Administration  intend  to  seek  for  the 
second  through  fifth  years  of  the  Strategic  Plan? 

Answer    The  following  are  the  combined  National  costs  in 
millions  of  dollars  of  the  first  5-years  of  the  Strategic  Plan 
which  represents  Federal  and  non-Federal  costs. 

Year-1  Year-2  Year-3  Year-4  Year-5  Total 

$111       $173       $227       $228       $235  $974 

Question.  How  will  the  shortfall  between  the  amounts  of 
Federal  funding  sought  in  the  budget  and  the  amounts  recommended  in 
the  Strategic  Plan  be  funded? 

Answer.     This  Plan  is  a  strategic  plan,  not  an  implementation 
plan.     Strategies  will  be  developed  to  increase  State  and  local 
government  and  private  sector  support  for  the  necessary  actions  to 
eliminate  childhood  lead  poisoning. 


Question.     The  Strategic  Plan  identifies  reducing  exposure  to 
environmental  lead  from  water,  food,  air,  soil  and  the  work  place 
as  one  of  the  four  major  program  elements  in  the  effort  to 
eliminate  childhood  lead  poisoning,  but  it  provides  few  specific 
recommendations  for  federal  action  in  this  area.     Furthermore,  it 
does  not  include  any  funding  recommendations  for  this  major  program 
element.    Why  is  this  portion  of  the  strategy  so  limited  in  its 
recommendations?    Why  is  funding  for  this  element  not  addressed  in 
the  Strategic  Plan? 

Answer.     The  strategic  Plan  addresses  primarily  lead-based 
paint  because  of  the  higher  priority  as  a  source  of  lead  for 
children  with  the  highest  blood  lead  levels  and  who  are,  thus,  more 
likely  to  suffer  from  lead  poisoning.     Furthermore,  efforts  to 
reduce  lead  exposure  to  environmental  lead  in  water  and  air  are 
already  well  underway  at  the  Environmental  Protection  Agency.  The 
Food  and  Drug  Administration  is  continuing  to  increase  its 
regulation  of  sources  of  lead  contamination  of  food.    Worker  issues 
are  being  addressed  by  NIOSH  and  OSHA,  using  existing  funding. 
Soil  remediation  is  addressed  in  the  plan,  mainly  as  a  research 
question.    We  do  not  yet  have  enough  information  to  embark  on  a 
national  campaign  to  abate  U.S.  soils;  we  estimate  it  will  take  at 
least  another  5  years  to  develop  the  information  necessary  to 
determine  which  soils  constitute  a  hazard  to  children  and  at  what 
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levels,  and  to  determine  the  cost-effectiveness  of  alternative  soil 
abatement  methods. 


Question.     It  has  been  estimated  that  there  are  some  three  to 
four  million  children  in  the  United  States  with  blood  lead  levels 
high  enough  to  adversely  affect  intelligence  and  behavior,  of  whom 
an  estimated  250,000  children  meet  the  current  definition  of  lead 
poisoning.     It  has  also  been  estimated  that  about  13.6  million 
children  under  age  7  live  in  homes  with  lead-based  paint,  of  whom  2 
million  live  in  deteriorated  housing  with  peeling  lead  paint  or 
other  high  risk  of  lead  exposure. 

How  many  of  these  lead  poisoned  and  adversely  affected 
children  would  be  identified  by  screening  programs  funded  at  the 
levels  recommended  for  five  years  in  the  Strategic  Plan?    How  many 
would  be  identified  at  the  level  of  funding  called  for  in  the 
Administration's  FY  1992  budget? 

Answer.     The  Strategic  Plan  calls  for  $25  million  for 
childhood  lead  poisoning  prevention  programs  for  the  first  three 
years,  $35  million  for  the  fourth  year,  and  $45  million  for  the 
fifth  year.     This  would  allow  screening  of  around  3  million 
children  in  addition  to  the  approximately  1  million  children 
receiving  lead  screening  services  under  other  existing  Federal, 
State,  and  local  programs.    About  1-3%  of  these  additional  children 
would  be  expected  to  have  lead  poisoning  using  the  definition  in 
the  1985  CDC  statement  on  Preventing  Lead  Poisoning  in  Young 
Children.     CDC  is  expected  to  revise  that  level  downward  in  the 
near  future;   the  number  of  children  identified  as  lead  poisoned 
would  increase  around  10-fold. 

In  Fiscal  Year  1992,  at  a  funding  level  of  $15  million,  an 
estimated  276,000  children  will  be  screened  through  the  CDC 
categorical  grants  for  lead  poisoning  prevention.     Between  3,000 
and  9,000  will  probably  meet  the  current  definition  for  lead 
poisoning . 


Question.     How  many  lead-painted  housing  units  would  be 
abated  at  levels  of  funding  recommended  in  the  five-year  Strategic 
Plan?     How  many  under  the  Administration's  FY  1992  budget? 

Answer.     The  costs  of  abatement  vary  greatly  according  to  the 
size  and  kind  of  housing  unit,  the  region  of  the  country,  and  other 
factors.     For  this  plan,  we  assumed  that  an  average  abatement  costs 
around  $6,500.     The  plan  states  that  within  3  years,  resources 
should  be  made  available  to  perform  20,000  to  30,000  more 
abatements  annually  than  are  currently  being  performed.  The 
resources  suggested  in  the  plan  would  be  enough  to  abate  the  homes 
of  all  lead-poisoned  children  currently  being  identified  by 
childhood  lead  poisoning  prevention  programs  that  have  no  other 
source  of  funding  for  abatement.     (As  the  amount  of  screening 
increases,  the  estimate  of  additional  units  to  be  abated  annually 
will  also  need  to  be  adjusted.)     These  resources  would  also  make  it 
possible  to  have  demonstration  projects  and  to  abate  units  in  the 
second  priority  group,  homes  that  have  a  large  potential  for 
poisoning  children.     The  unit  cost  of  abatement  is  likely  to 
decrease  over  the  next  several  years  as  new  abatement  methods  are 
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developed  and  the  infrastructure  for  abatement  increases,  which 
will  allow  more  homes  to  be  abated  for  a  given  amount  of  money. 

The  Administration's  1992  budget  for  the  Department  of 
Housing  &  Urban  Development  (HUD)  calls  for  an  increase  of  $25 
million  to  be  earmarked  for  abatement.    Using  the  same  estimate  of 
$6,500  to  abate  a  unit,  this  increase  would  pay  for  around  4,000 
abatements.     Lead  abatement  is  also  an  eligible  activity  under  many 
other  HUD  assistance  programs,  such  as  public  housing 
modernization,  property  improvement  loans,  and  community 
development  action  grants.     However,   since  lead  abatement  is  not 
the  only  purpose  of  these  programs,  it  is  difficult  to  estimate  how 
much  of  their  funds  are  used  for  lead  abatement. 


Question.     At  these  funding  levels,  how  long  will  it  take  to 
eliminate  childhood  lead  poisoning  in  this  country? 

Answer.     The  Strategic  Plan  envisions  that  a  concerted 
society-wide  effort  could  virtually  eliminate  childhood  lead 
poisoning  in  20  years.      However,  the  funding  levels  called  for  in 
the  Strategic  Plan  are  for  a  shared  effort  by  the  private  and 
public  sectors,  not  just  for  Federal  government  costs. 


Question.     The  Strategic  Plan  addresses  the  childhood  lead 
poisoning  problem.     While  children  are  obviously  the  number  one 
priority  of  a  lead  poisoning  prevention  program,  lead  poisoning  is 
a  serious  problem  for  adults  as  well.     The  work  place,  food  and 
water  have  been  identified  as  major  sources  of  lead  exposure  for 
adults  and  older  children.     Adverse  effects  of  lead  may  include 
impaired  reproductive  capabilities  and  high  blood  pressure.  Senior 
adults  may  be  at  particular  risk  due  to  the  mobilization  of  lead  in 
their  bones  during  osteoporosis  or  as  part  of  the  normal  aging 
process . 

Do  you  agree  that  we  also  need  a  strategic  plan  to  address 
adult  lead  poisoning  prevention? 

Answer.     Occupational  lead  poisoning  is  a  significant  public 
health  problem,  although  childhood  lead  poisoning  is  a  higher 
priority  public  health  concern.    Workers  in  certain  industries  and 
certain  specific  work  places  are  highly  exposed  (blood  levels 
greater  than  25  micrograms  per  deciliter  of  whole  blood).     Based  on 
case  reports  of  elevated  blood  lead  levels  from  seven  state  health 
departments,  NIOSH  estimates  that  more  than  16,000  workers 
nationwide  are  highly  exposed.     Larger  populations  of  workers  are 
exposed  at  lower  levels  for  which  health  effects  have  not  been 
proven  safe.     The  Department  of  Housing  and  Urban  Development  (HUD) 
has  organized  an  interagency  task  force  of  policy-level  officials 
to  discuss  lead  exposure  issues  of  common  concern  and  map  a  joint 
strategy  for  mitigating  this  hazard.     Dr.  James  0.  Mason,  the 
Assistant  Secretary  for  Health  and  head  of  the  Public  Health 
Service,  is  the  designate  representative  for  our  Department  to  this 
task  force.     We  believe  that  the  issue  of  occupational  lead 
exposure  will  be  an  appropriate  agenda  item  of  this  group  since 
solutions  to  this  problem,  like  the  problem  of  childhood  poisoning 
from  lead-based  paint,  will  require  coordinated  actions  from  a 
number  of  Government  agencies. 
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Question.     How  quickly  could  such  a  plan  be  developed? 

Answer.     It  is  too  early  to  say  what  the  timetable  of  this 
interagency  task  force  will  be  for  developing  recommendations,  but 
we  expect  that  it  would  take  a  minimum  of  eight  months  or  more  to 
conduct  the  necessary  discussions,  research,  and  consultations  with 
the  public  and  scientific  communities  in  order  to  reach  a  consensus 
on  a  feasible  plan  of  action. 

Question.     Will  HHS  commit  to  preparing  to  such  a  plan? 

Answer.     HHS  is  committed  to  working  with  HUD,  EPA,  and  the 
other  interagency  task  force  members  in  developing  strategies  to 
address  this  public  health  concern. 


Question,     Can  we  really  expect  lead  screening  of  young 
children  to  become  universal  when  testing  methods  are  so  clumsy, 
time-consuming,  and  expensive?     I  agree  with  your  statement  that 
one  of  our  immediate  research  needs  is  to  develop  new,  cheap  blood 
lead  testing  methods.     How  much  money  is  in  the  Department's  budget 
for  development  of  such  a  new  blood  lead  test? 

Answer.     Although  venous  blood  sampling  takes  more  skill  than 
capillary  sampling,  parental  acceptance  of  it  has  been  very  good. 
For  example,   in  the  Chicago  screening  program,  all  samples  are 
venous.     In  a  door-to-door  survey  in  California,  the  preferred 
method  of  blood  sampling  was  changed  from  capillary  to  venous  part 
way  through  the  survey  because  of  a  high  rate  of  false  positives. 
The  investigators  reported  no  change  in  the  rate  of  participation 
when  this  change  was  made . 

The  Centers  for  Disease  Control  (CDC)  is  doing  several  things 
to  make  blood  lead  testing  easier.     We  are  working  with  4 
manufacturers  of  instruments  for  measuring  lead  levels  to  develop  a 
cheap,  easy-to-use  method  for  measuring  lead  levels  in  blood.  We 
will  also  be  funding  a  study  of  methods  for  collecting  capillary 
blood  that  is  not  contaminated  with  lead.     If  such  a  method  can  be 
shown  to  work,   it  will  obviate  the  need  for  collecting  a  venous 
blood  sample.     In  addition  to  work  being  conducted  by  state  and 
local  governments,   the  CDC  is  putting  $30,000  in  extramural  funds 
into  this  effort.     We  estimate  that  we  will  be  spending  around 
$100,000  in  intramural  resources  (mostly  for  staff  time  and 
laboratory  processing) .     The  private  sector  is  also  expending 
funds.     We  believe  that  this  spending  will  be  adequate  to  address 
this  issue. 


Question.  Shouldn't  we  be  spending  a  substantial  amount  of 
money  on  this  effort? 

Answer.     We  believe  that  this  spending  will  be  adequate  to 
address  these  issues.     We  will  be  assessing  our  progress  in 
answering  these  important  questions  and  will  put  more  resources 
into  this  work  if  it  is  necessary. 
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Question.     The  public  does  not  appear  to  be  as  aware  of  lead 
hazards  as  it  is  of  other  health  hazards  like  smoking,  alcohol  or 
perhaps  even  radon.     In  addition,  there  appears  to  be  resistance  by 
private  physicians  to  performing  blood  lead  tests. 

It  seems  that  the  time  is  right  for  a  major  public  education 
campaign  to  alert  parents,  teachers,  day  care  center  operators  and 
other  about  the  dangers  of  lead  and  the  ways  to  protect  against  it. 
Also,  encouraging  private  doctors  to  routinely  screen  their  young 
patients  for  lead  would  seem  to  be  a  highly  cost  -effective  way  to 
increase  the  number  of  screened  children,  since  the  government 
would  generally  not  have  to  pay  the  testing  costs. 

Does  the  Department's  FY  1992  budget  (or  that  of  any  other 
agency)  contain  funding  for  such  public  and  private  physician 
education  efforts? 

Answer.     In  1990  ATSDR  released  the  Environmental  Case  Study 
on  Lead,  one  of  ATSDR 's  Case  Studies  in  Environmental  Medicine. 
This  publication  describes  the  health  effects  of  lead  and 
appropriate  evaluation  and  clinical  management  of  childhood  lead 
poisoning.     It  has  been  distributed  to  over  30,000  pediatricians. 
In  addition,   some  of  the  State  childhood  lead  poisoning  prevention 
screening  programs  funded  by  CDC  also  provide  health  care 
practitioner  education.     States  may  also  use  program  funds  for 
public  education  about  childhood  lead  poisoning. 


QUESTIONS  SUBMITTTED  BY  SENATOR  ARLEN  SPECTER 

CHILDHOOD  LEAD  POISONING 

Question.    Dr.  Roper,  how  significant  a  problem  is  lead 
poisoning  in  our  nation? 

Answer.     In  1984,  the  last  year  for  which  estimates  are 
available,  between  3  and  4  million  children  in  the  United  States 
had  biood  lead  levels  above  15  ug/dL.     These  are  levels  high  enough 
to  cause  decreased  intelligence,  behavioral  disturbances, 
developmental  delays,  and  a  host  of  other  adverse  effects. 


Question.    Will  the  increase  proposed  in  the  President's 
budget  be  used  both  for  expansion  of  existing  programs  as  well  as 
supporting  new  ones? 

Answer.     The  President's  budget  for  FY  1992  proposes  $14,949 
million  for  an  increase  of  $7,159  million  over  1991,  the  expansion 
of  CDC's  childhood  lead  poisoning  prevention  grant  program.  This 
will  permit  CDC  to  continue  funding  the  7  State  and  local  program 
initially  funded  in  FY  1990  and  the  additional  6  or  more  programs 
we  will  fund  in  this  fiscal  year.     In  addition,  it  will  allow 
support  for  around  10  new  state-  and  community-based  programs. 

Question.  In  your  judgement,  how  much  would  be  required  to 
initiate  screening  in  all  communities  suspected  to  be  at  risk  for 
lead  contamination? 
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Answer.     It  is  difficult  to  estimate  how  much  would  be 
required  to  initiate  screening  in  all  communities  suspected  to  be 
at  risk  for  lead  contamination.     The  Department's  recently  released 
Strategic  Plan  for  the  elimination  of  childhood  lead  poisoning 
states  that  the  combined  National  costs  of  financial  assistance  to 
these  States  and  communities  with  the  highest  priority  of 
demonstrated  significant  childhood  lead  poisoning  problems  would  be 
$25  million  for  prevention  activities  in  the  first  year  of  a  20- 
year  effort  involving  a  shared  commitment  of  both  public  and 
private  sectors  to  eliminate  this  disease.     The  portion  of  such 
funds  involving  increases  of  Federal  assistance  beyond  the  9ZZ 
increase  proposed  in  the  1992  President's  budget  would  require 
offsetting  reductions  of  other  programs  within  the  domestic 
discretionary  cap. 


Question.     Dr.  Roper,  is  it  your  intention  to  continue  the 
AIDS  prevention  cooperative  agreements  with  the  six  cities? 

Answer.     CDC  will  continue  to  provide  funds  directly  to  the 
six  cities  (Chicago,  Houston,  Los  Angeles,  New  York  City, 
Philadelphia,  and  San  Francisco)  as  directed  by  the  Congress 
through  the  HIV/AIDS  prevention  cooperative  agreements.  In  FY  1992, 
the  funds  currently  awarded  to  the  states  and  the  six  cities  for 
counseling,  testing,  referral  and  partner  notification  (CTRPN)  will 
be  awarded  through  a  formula  grant  for  the  early  intervention 
services  (EIS)  cited  in  the  Comprehensive  AIDS  Resources  Emergency 
(CARE)  Act  of  1990.     In  FY  1992-1995,  the  six  cities  will  continue 
to  receive  an  amount  for  EIS  which  is  equal  to  the  amount  they 
received  for  CTRPN  in  FY  1990. 

SUBCOMMITTEE  RECESS 

Senator  Bumpers.  Thank  you  very  much.  The  subcommittee  will 
stand  in  recess  to  reconvene  at  2  p.m.,  when  we  will  continue  our 
hearings  on  the  administration's  budget  request,  including  Alcohol, 
Drug  Abuse,  and  Mental  Health  Administration,  the  Health  Re- 
sources and  Services  Administration,  and  one  related  agency,  the 
National  Council  on  Disability. 

[Whereupon,  at  2:22  p.m.,  Tuesday,  March  12,  the  subcommittee 
was  recessed,  to  reconvene  at  2  p.m.,  the  same  day.] 


(Afternoon  Session,  2  p.m.,  Tuesday,  March  12, 1991) 

The  subcommittee  met  at  2  p.m.,  in  room  SD-192,  Dirksen  Sen- 
ate Office  Building,  Hon.  Tom  Harkin  (chairman)  presiding. 

Present:  Senators  Harkin,  Bumpers,  Cochran,  Specter,  and  Gror- 
ton. 

DEPARTMENT  OF  HEALTH  AND  HUMAN  SERVICES 
Alcohol,  Drug  Abuse,  and  Mental  Health  Administration  , 

STATEMENT  OF  FREDERICK  K.  GOODWIN,  M.D.,  ADMINISTRATOR 

ACCOMPANIED  BY: 

ALAN  I.  LESHNER,  PH.D.,  ACTING  DIRECTOR,  NATIONAL  INSTI- 
TUTE OF  MENTAL  HEALTH 

CHARLES  R.  SCHUSTER,  PHJ>.,  DIRECTOR,  NATIONAL  INSTITUTE 
ON  DRUG  ABUSE 

ENOCH  GORDIS,  MJD.,  DIRECTOR,  NATIONAL  INSTITUTE  ON  ALCO- 

HOL  ABUSE  AND  ALCOHOLISM 
BENY  J.  PRIMM,  M.D.,  DIRECTOR,  OFFICE  FOR  TREATMENT  IM- 

PROVEMENT 

ELAINE  M.  JOHNSON,  PH.D.,  DIRECTOR,  OFFICE  FOR  SUBSTANCE 
ABUSE  AND  PREVENTION 

STEPHEN  W.  LONG,  DIRECTOR,  DIVISION  OF  FINANCIAL  MANAGE- 
MENT 

DENNIS  WILLIAMS,  DEPUTY  ASSISTANT  SECRETARY,  BUDGET,  OF- 
FICE  OF  THE  SECRETARY,  DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

OPENING  REMARKS  OF  SENATOR  HARKIN 

Senator  Harkin.  Good  afternoon.  The  Subcommittee  on  Labor 
Health  and  Human  Services,  Education,  and  Related  Agencies  will 
j  come  to  order. 

'     And  again,  I  apologize  to  Dr.  Goodwin  and  the  rest  of  you  here 
for  my  delay.  Actually,  we  were  talking  about  appropriations  mat- 
I  ters,  as  a  matter  of  fact,  over  at  the  caucus. 

f  Today,  the  subcommittee's  hearings  on  the  administration's  fiscal 
year  1992  budget  request  continue  with  the  examination  of  the  pro- 
posals for  the  Alcohol,  Drug  Abuse,  and  Mental  Health  Administra- 
tion; the  Health  Resources  and  Services  Administration;  and  the 
National  Coxmcil  on  Disability,  one  of  the  related  agencies  funded 
by  this  subcommittee. 

Our  first  witness  is  Dr.  Frederick  Goodwin,  the  Administrator  of 
ADAMHA,  For  ADAMHA,  the  administration  has  requested  $3  bil- 
lion, $3,048  billion  to  be  exact,  an  increase  of  $101  million  over  last 

i  vear.  ADAMHA  research  would  rise  $83  million  or  8.4  percent  over 

1  last  year. 

I  This  funding  request  supports  the  important  research  to  fulfill 
the  promise  of  the  decade  of  the  brain  as  well  as  essential  research 
on  alcohol  and  drug  abuse.  But  the  increases  proposed  for  research 
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come  at  the  expense  of  important  service  programs  that  are  pro- 
posed for  termination:  Protection  and  advocacy  for  the  mentally  ill, 
clinically  training  of  mental  health  professionals,  and  all  homeless 
service  demonstrations. 

We  have  got  to  try  to  do  better  in  these  areas.  The  proposed 
budget  would  provide  $99  million  additional  for  capacity  expansion 
for  drug  treatment.  However,  I  am  concerned  that  this  proposal 
does  not  address  alcohol,  the  Nation's  worst  drug  problem. 

I  am  concerned  also  that  States  would  not  snare  equally  in  the 
proposed  increase.  Providing  funds  for  the  ADMS  block  grant 
would  accomplish  this  goal,  out  the  administration  has  requested 
level  funding  for  this  block  CTant. 

Dr.  Goodwin,  we  are  looking  forward  to  hearing  testimony  on 
these  and  other  programs  in  the  budget.  Your  complete  statement 
will  be  printed  in  the  record. 

At  this  point,  I  will  leave  it  open  for  any  opening^  remarks  by 
Senator  Specter,  and  I  would  recognize  my  distinguisned  colleague 
from  Mississippi,  Senator  Cochran. 

Senator  Cochran.  Mr.  Chairman,  thank  you  very  much.  Happy 
to  be  here  with  you  today  to  hear  the  testimony  of  this  panel  of 
witnesses. 

These  agencies  are  very  important  in  my  State  of  Mississippi,  t 
and  I  hope  by  my  presence  here,  to  indicate  that  we  want  to  work 
with  them,  to  help  make  sure  we  deliver  the  services  in  an  efficient  j 
way  and  in  a  sensitive  way  to  the  people  for  whom  the  benefits  are 
designed  to  assist. 

I  do  not  have  any  formal  statement,  Mr.  Chairman,  but  I  do  have 
some  questions,  and  if  I  am  not  able  to  personally  ask  them  of  the 
witnesses,  I  would  like  for  them  to  be  submitted  to  the  record, 
those  that  I  am  not  able  to  propound  in  person. 

Thank  you  very  much. 

Senator  Harkin.  Thank  you.  Senator  Cochran. 
Dr.  Groodwin,  welcome  again  to  the  subcommittee  and  please  pro- 
ceed. 

SUMMARY  STATEMENT 

[ 

Dr.  Goodwin.  Thank  you,  Mr.  Chairman,  and  Mr.  Cochran  as . 
well.  f 

I  am  pleased  to  be  here  to  present  our  1992  budget  request.  As ) 
you  said,  it  is  just  a  little  over  $3  billion,  and  it  emphasizes  the 
scientifically  and  clinically  oriented  task  for  which  we  feel  our, 
agency  is  uniquely  qualified;  that  is,  the  conduct  and  the  support^ 
of  research  on  brain  and  behavioral  mechanisms  involved  in  the  \ 
mental  and  addictive  disorders,  and  the  application  of  that  re-| 
search  base  knowledge  to  the  improvement  and  expansion  of  treat- 
ment for  those  disorders,  and  to  refine  strategies  for  prevention.  , 

Accordingly.  69  percent  of  our  proposed  budget,  exclusive  of  our  ^ 
block  grant,  tnat  is,  the  budget  that  we  directly  manage,  is  slated  ^ 
for  research  and  research  demonstrations.  J 

I  might  add  that  we  feel  that  research  in  our  area  is  especially  j 
important  because  of  the  lack  of  legitimacy  and  stigmatization  in 
these  populations.  If  ever  one  needs  data  in  order  to  establish  legit- 
imacy, establish  a  basis  for  equitable  reimbursement  for  services, 
we  feel  very  heavily  the  responsibility  of  making  sure  that  what- 
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ever  we  do  in  the  treatment  and  prevention  area  is  as  solidly  based 
as  possible  since  it  is  not  as  easily  understood  as  areas  in  the  gen- 
eral health  arena. 

We  feel  that  our  combined  research  and  treatment  and  preven- 
tion activities  can  expand  the  Nation's  treatment  capacity  even  as 
we  expand  knowledge. 

Under  the  request  for  research,  the  biggest  increase  is  for  the 
ADAMHA  medication  development  program,  that  is  50  percent. 
This  is  an  attempt  to  try  to  decrease  the  drug  craving  which  drives 
so  many  people  out  of  the  important  psychosocial  rehabilitation  as- 
pects of  drug  treatment. 

As  our  knowledge  accumulates  regarding  the  specific 
neurochemical  abnormalities  that  can  occur  in  the  serious  mental 
and  addictive  disorders,  we  can  then  make  rational  investments  in 
medications  that  might  help  control  that  aspect  of  the  problem  in 
order  to  allow  tiie  psychosocial  approaches  to  be  more  effective. 

The  request  also  permits  us  to  implement  a  series  of  strategic  re- 
search plans  across  all  three  Institutes  that  focus  on  new  knowl- 
edge about  brain  and  behavior  and  where  ihat  new  knowledge  is 
ready  to  be  applied  effectively  to  the  public  health  needs,  particu- 
larly in  regard  to  children  and  adolescents,  persons  with  very  se- 
vere disorders  requiring  long-term  care,  and  those  disorders  where 
we  think  we  have  a  chance  of  making  significant  advances  in  early 
detection.  One  example  of  that  would  be  the  use  of  genetic  markers 
I  for  the  more  genetic  forms  of  alcoholism. 

I  Given  the  nature  of  the  drug  problem  and  its  continued  impor- 
tance, both  from  a  health  perspective  and  a  social  perspective  in 
our  society,  and  even  though  there  have  been  substantial  advances 
in  the  mainstream  of  society,  there  is  still  a  kind  of  persistence, 
pemiciousness  in  several  important  segments  of  society. 

Because  of  that  importance,  we  note  that  over  one-half  of  our 
total  budget  is  still  devoted  to  the  antidrug  abuse  initiative.  In- 
deed, with  our  new  money,  four  out  of  five  of  our  new  dollars  in 

,  the  budget  are  devoted  to  antidrug  spending. 

f  The  most  important  highlight  of  that.  Senator  Harkin  already 
I  mentioned,  is  the  $99  million  proposal  for  the  new  capacity  expan- 
sion program,  which  is  designed  to  significantly  close  the  gap  be- 
tween the  current  demand  for  drug  abuse  treatment  services  and 
the  current  national,  that  is,  public  and  private  treatment  system. 
!  This  capacity  expansion  program  will  be  based  on  demonstrated 
need.  That  is,  an  attempt  to  supplement  the  block  grant  by  filling 
gaps,  and  it  will  raise  the  total  number  of  97,000  Federal  slots  to 
106,000  and  that  should  be  capable  of  treating  about  300,000  indi- 
viduals. 

I  Critical  to  our  ultimate  ability  to  translate  our  research  knowl- 
I  edge  into  information  useful  to  the  public,  both  in  terms  of  people 
J  being  willing  to  use  services  appropriately  and  to  support  the  re- 
!  search  upon  which  they  are  based  is  our  science  education  effort 
I  which  I  am  highlighting  here  since  it  is  a  new  component  of  our 
j  budget  this  year. 

]     We  are  attempting  to  increase  the  relatively  poor  state  of  science 
1  education,  particularly  life  science  education  in  this  country,  par- 
ticularly at  the  kindergarten  to  12th  grade  level.  This  is  a  $2.4  mil- 
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lion  request  for  science  education  activities  and  associated  public 
education  about  science. 

We  are  very  concerned  that  unless  we  do  something  in  this 
arena,  and  this  is  particularly  important  for  the  minority  popu- 
lations, to  get  down  into  the  education  pipeline  as  early  as  we  pos- 
sibly can,  our  capacity  to  still  have  a  vigorous  research  enterprise 
will  be  limited  in  future  years.  We  are  doing  this  project  jointly 
with  the  NIH. 

We  also  have  an  $8.8  million  increase  in  funding  for  homeless 
programs,  focused  on  a  new  homeless  program  that  will  provide  the 
States  with  the  information  they  need  to  design  and  configure  serv- 
ices that  are  required  by  the  homeless  individuals,  particularly 
that  increasing  portion  of  homeless  individuals  who  have  mental 
illness  along  with  substance  abuse. 

PREPARED  STATEMENT 

That  is  the  end  of  my  statement,  and  I  would  now  like  to  intro- 
duce the  people  who  are  here  with  me.  On  my  far  left  is  Dr.  Elaine 
Johnson,  the  Director  of  our  Office  for  Substance  Abuse  Prevention; 
Dr.  Bob  Schuster,  the  Director  of  the  National  Institute  on  Drug 
Abuse;  Stephen  Long,  who  is  the  Director  of  our  Budget  Office;  Dr. 
Beny  Primm,  who  (Erects  our  Office  for  Treatment  Improvement, 
which  also  manages  our  block  grant;  Dr.  Alan  Leshner,  who  is  the 
Acting  Director  of  the  National  Institute  of  Mental  Health;  Dr. 
Enoch  Cordis,  who  is  the  Director  of  the  National  Institute  on  Alco- 
holism and  Alcohol  Abuse;  and  Dennis  Williams,  who  is  from  the 
Budget  Office  in  the  Department. 

[The  statement  follows:] 
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STATEMENT  OF  DR.  FREDERICK  K  GOODWIN 
Mr.  Chairman  and  Members  of  the  Subcoiranittee: 

I  am  pleased  to  appear  before  you  to  discuss  the  President's  fiscal  year 
1992  budget  request  for  the  Alcohol,  Drug  Abuse,  and  Mental  Health 
Administration  (ADAMHA). 

As  the  principal  source  of  support  for  the  scientific  study  of  disorders 
that  each  year  cost  our  Nation  more  than  $66  billion  in  direct  clinical  care 
costs,  ADAMHA's  core  program  is  comprised  of  three  research  institutes--the 
National  Institute  of  Mental  Health,  the  National  Institute  on  Drug  Abuse,  and 
the  National  Institute  on  Alcohol  Abuse  and  Alcoholism.    In  addition,  ADAMHA 
encompasses  two  Offices--for  Substance  Abuse  Prevention  (OSAP),  and  for 
Treatment  Improvement  (OTI)- -charged  with  ensuring  that  research-based 
information  is  Introduced  in  a  timely  manner  into  clinical  and  public  health 
practice.    That  is,  while  the  task  of  the  institutes  is  to  support  controlled 
research  and  research  demonstration  programs,  principal  responsibilities  of 
OTI  and  OSAP  are  to  apply  research-based  knowledge  in  actual  practice 
settings,  to  conduct  field  evaluations  of  the  effectiveness  of  a  given 
intervention,  and  to  identify  and  systematically  refer  to  the  institutes 
researchable  questions  that  arise  in  the  "real  world"  of  service  delivery. 

These  core  ADAMHA-conducted  programs  will  account  for  $1.8  billion,  or 
60%  of  our  total  1992  budget  request  of  $3.1  billion.    The  other  major 
component  of  the  request  is  the  ADMS  Block  Grant,  which  we  propose  to  maintain 
at  its  current  level  of  $1.3  billion  in  1992. 

Of  those  programs  conducted  by  ADAMHA,  basic  and  clinical  research, 
research  demonstrations,  and  the  research  portion  of  the  Block  Grant  set- 
aside  account  for  the  predominant  share--69.2%--of  ADAMHA's  budget  (figure  1). 
An  Increase  of  more  than  $81  million  will  bring  the  research  total  to  $1.3 
billion  in  1992. 

The  request  expands  or  maintains  most  activities,  again  with  an  emphasis 
on  initiatives  launched  or  accelerated  in  recent  years  to  capitalize  on  gains 
in  our  knowledge  of  the  brain  and  behavior.    Significant  among  these  is 
ADAMHA's  medications  development  program,  which  will  increase  by  50%  to  $68.3 
million  in  1992,  an  increase  that  will  permit  us  to  build  on  a  new  partnership 
between  ADAMHA  and  the  pharmaceutical  industry. 
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A  factor  critical  in  the  ultimate  yield  of  biomedical  research  will  be  a 
citizenry  able  to  understand  and  act  on  new  research  findings  that  have  a 
bearing  on  health  and  healthy  behavior.    In  the  interest  of  enhancing  public 
awareness  of  the  benefits  that  derive  from  the  conduct  of  science,  ADAMHA  is. 
requesting  $2.4  million  in  1992  for  science  education  programs  to  be  directed 
at  children  in  grades  K  through  12.    This  program  will  be  sponsored  jointly  by 
the  NIH. 

The  primary  thrust  of  ADAMHA' s  programs  is  to  elucidate  fundamental 
processes  involved  in  brain  and  behavioral  disorders  and  to  integrate  that 
information  into  new  dnd  enhanced  treatments  and  preventive  strategies.  Given 
this  orientation  toward  research,  the  recently  passed  legislation  establishing 
the  Senior  Biomedical  Research  Service  program  should  enhance  the  Federal 
government's  ability  to  attract  and  retain  the  best  and  brightest  biomedical 
and  behavioral  scientists. 

In  order  to  ensure  that  the  wealth  of  new  information  that  is  being 
accumulated  about  the  basic  workings  of  the  brain  and  substrates  of  behavior 
will  be  linked  effectively  to  public  health  needs,  the  NIMH  has  developed  a 
series  of  strategic  plans  for  research.    The  plans  address  opportunities  and 
needs  in  areas  ranging  from  neuroscience,  to  schizophrenia  and  the  brain,  to 
child  and  adolescent  disorders,  to  research  on  the  services  required  by 
patients  with  severe  mental  disorders. 

Looking  again  at  the  total  ADAMHA  request  for  1992,  one  sees  that  fully 
48%,  or  $1.5  billion,  will  continue  and  expand  anti-drug  abuse  initiatives 
(Figure  2).    With  an  agency-wide  increase  of  4.5%  over  current  year  funding, 
more  than  four  out  of  five  new  dollars  in  the  budget  proposal— $107.2  million- 
-will  be  devoted  to  new  anti-drug  spending,  with  emphasis  on  research  and 
treatment  programs.    In  1992,  much  of  this  growth  will  occur  in  programs 
managed  by  ADAMHA 's  Office  for  Treatment  Improvement,  which  has  focused  on 
drug  abuse  treatment  issues  since  its  creation  last  year. 

Slated  initiatives  include  a  new  $99  million  program  that  will  expand 
effective  drug  treatment  services  as  a  means  of  closing  the  gap  between  demand 
for  drug  abuse  treatment  services  and  current  national  treatment  capacity. 
These  Capacity  Expansion  Program  (CEP)  grants  will  increase  the  total  number 
of  federally-funded  treatment  slots  to  106,500,  capable  of  providing  drug 
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abuse  treatment  services  next  year  to  nearly  300,000  persons.    Of  the  $99 
million,  $68  million  is  requested  in  budget  authority  from  this  subcommittee, 
and  $31  million  will  be  transferred  to  ADAMHA  from  the  Office  of  National  Drug 
Control  Policy's  Special  Forfeiture  Fund. 

Members  of  the  subcommittee  likely  are  aware  of  the  very  encouraging 
trends  evident  in  the  most  recent  results  of  the  National  Household  Survey  on 
Drug  Use  and  the  annual  High  School  Senior  survey.    I  suspect,  too,  that  some 
of  you  may  be  concerned  about  apparent  disparities  between  these  promising 
survey  results  on  the  one  hand  and,  on  the  other,  the  deaths,  .  i  ■ 

hospitalizations,  crime,  and  other  tragic  consequences  of  drug  use- 
particularly  among  young  Black  males,  among  the  families  of  drug  users  who  are 
put  at  high  risk  for  AIDS,  and  in  infants  who  are  born  addicted. 

We  are  confident  that  the  declines  in  drug  use  that  we  are  reporting  are 
real  and  quite  significant  from  a  public  health  perspective.  Incremental 
annual  declines  in  most  categories  of  drug  use  are  cumulatively  convincing-- 
in  1982,  for  example,  66%  of  all  High  School  seniors  had  some  illicit  drug 
taking  experience.    By  1990,  fewer  than  half  of  all  seniors  reported  any  -. 
lifetime  drug  use--that  is  a  reduction  of  one  fourth.    Even  more  meaningful 
clinically  are  the  drops  we're  seeing  in  past  year  use  of  drugs,  between  the 
year  of  "peak"  use  and  1990's  rates.    At  32.5%,  "past  year"  use  of  an^  illicit 
drug  in  1990  is  down  by  40%  since  the  peak  year  1979,  when  over  half  of  all 
seniors  reported  use.    Past  year  cocaine  use  dropped  by  nearly  two-thirds 
since  1985;  crack  is  down  by  a  half  since  1986;  and  marijuana  is  down  by  half 
since  1979. 

These  trends  are  the  cutting  edge  of  the  future;  conversely,  the 
excessive  morbidity  and  mortality  that  we  are  seeing  today  in  many  cities  are 
inevitable  shadows  of  the  past.    For  the  addicts  and  victims  of  drug  abuse  for 
whom  primary  prevention  is  not  an  appropriate  response,  as  well  as  for  persons 
with  alcohol  disorders  and  serious  mental  illnesses,  research  on  fundamental 
mechanisms  of  brain  and  behavior,  and  an  array  of  effective  treatments  are 
needed  urgently.    Let  me  offer  highlights  of  our  progress  toward  these  ends. 

Concerned  by  reports  that  infants  whose  mothers  used  cocaine  during 
pregnancy  have  abnormal  breathing  patterns  and  may  be  at  increased  risk  of 
sudden  infant  death  syndrome  (SIDS),  NIDA  investigators  ascertained  that 
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infants  and  children  with  apnea  have  high  levels  of  endogenous  opioid  peptide 
beta-endorphin  in  their  cerebrospinal  fluid  that  might  be  Involved  in  SIDS  and 
in  the  respiratory  difficulties  associated  with  the  apnea  of  infancy.  In 
evaluations  of  a  potential  therapy  using  an  opioid  antagonist,  naltrexone,  no 
abnormal  respiratory  events  occurred  following  naltrexone  therapy.  The 
therapy's  potential  needs  to  be  evaluated  in  cocaine  babies  who  have 
respiratory  difficulties  during  infancy. 

In  research  demonstrations  designed  to  study  and  change  high-risk 
behaviors  of  intravenous  drug  users  (IVDUs)  and  their  sexual  partners,  NIDA 
investigators  found  that,  over  six  months,  educational  outreach  resulted  in 
decreased  frequency  of  drug  injection  in  49-  to  75%  of  users  and  cessation  of 
all  IV  use  in  16  to  47%.  These  and  other  high  risk  behavior  changes  strongly 
support  the  effectiveness  of  outreach  to  IVDUs. 

NIMH  intramural  scientists  using  positron  emission  brain  imaging 
techniques  (PET  scans)  found  specific  abnormalities  in  adults  who  had  a 
childhood  history  of  attention-deficit  hyperactivity  disorder  (ADHD). 
Affecting  3  to  5  percent  of  the  Nation's  youth  under  13,  ADHD  is  a  risk  factor 
for  juvenile  delinquency  and,  for  many,  lifelong  problems.    Findings  that  a 
significant  number  of  children  with  ADHD  have  a  parent  with  the  condition 
indicate  that  the  disorder  is  a  distinct,  often  inherited,  neurological 
problem  rather  than  a  result  of  poor  parenting  or  character  weakness. 

NIMH  investigators  found  that  cocaine  use,  independent  of  any  other  drug 
use,  is  an  exceptionally  strong  risk  factor  for  attempted  suicide.  Analyses 
of  data  from  NIMH's  Epidemiologic  Catchment  Area  study  of  the  mental  health  of 
Americans  identified  a  major  depressive  episode,  active  alcohol 
abuse/dependence,  and  separation  or  divorce  as  additional  strong  risk  factors 
that  have  a  cumulative  effect  on  the  probability  of  attempted  suicide. 

An  apparent  marker  of  and  possible  contributor  to  the  occurrence  of  AIDS 
dementia  has  been  identified  by  NIMH  investigators.    Quinolinic  acid,  a 
metabolite  of  the  naturally  occurring  brain  amino  acid  tryptophan,  is  normally 
present  in  the  brain  in  low  levels,  but  the  high  concentrations  typically  seen 
in  HIV-infected  patients  can  cause  convulsions  and  damage  to  brain  tissue. 
Animal  studies  have  shown  that  in  monkeys  infected  with  simian 
immunodeficiency  virus  (SIV),  which  resembles  HIV  infection,  the  key  enzyme 
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responsible  for  the  production  of  quinolinic  acid  is  elevated  up  to  6800%  over 
uninfected  control  animals.    Quinolinic  acid  levels  diminish  markedly 
following  AZT  treatment. 

Recently  analyzed  data  from  the  ECA  study  show  the  median  age  of  onset 
for  several  forms  of  major  mental  illness,  including  depression  and  manic- 
depression,  are  considerably  younger  than  previously  known.    Men  and  women 
were  two  to  three  times  more  likely  to  develop  major  depression  between  the 
ages  of  15  and  19  than  after  the  age  of  19.    Median  age  of  onset  for  manic- 
depression  (bipolar  disorder)  is  19  years;  for  phobia,  13  years,  and  for 
substance  abuse  disorders,  the  late  teens. 

In  addition  to  highlighting  the  urgency  of  early  prevention, 
identification  and  treatment,  these  findings  will  add  impetus  to  research  on 
the  comorbidity,  or  co-occurrence,  of  mental  and  addictive  disorders.  An 
analysis  conducted  last  year  of  data  on  the  prevalence  of  mental  disorders  and 
substance  abuse  among  the  adult  U.S.  population  indicate  that  30%  of  adults 
who  have  ever  had  a  mental  disorder  also  have  had  a  diagnosable  alcohol  and/or 
durg  abuse  disorder  during  their  lives.    More  than  half  (53%)  of  adults  who 
have  had  drug  abuse  disorders  have  had  one  or  more  mental  disorders.    And  37% 
of  adults  who  ever  have  been  alcohol  abusers  have  had  one  or  more  mental 
disorders.    The  findings  underscore  the  importance  for  health  care  providers 
to  be  alert  to  the  need  to  treat  more  than  one  problem  and,  from  a  scientific 
perspective,  raise  intriguing  questions  regarding  the  etiologic  mechanisms 
underlying  these  high  rates  of  comorbidity. 

NIAAA  investigators  last  year  clarified  why  women  are  more  susceptible 
than  men  to  such  effects  of  alcohol  as  blood  alcohol  concentrations  and  liver 
disease.    Although  the  liver  is  the  primary  site  of  alcohol  elimination, 
oxidation  of  ethanol  by  alcohol  dehydrogenase  in  the  gastric  mucosa  also 
contributes  to  the  removal  of  alcohol.    This  "first-pass"  metabolism  of 
ethanol  occurs  to  a  lesser  extent  in  women  than  in  men,  and  is  virtually  non- 
existent in  alcoholic  women.    These  findings,  which  help  clarify  many  previous 
apparently  contradictory  results  on  sex-related  differences  in  blood  ethanol 
concentrations,  are  one  reflection  of  ADAMHA's  concern  with  women's  health 
issues. 
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other  highlights  of  the  request  that  I  will  mention  briefly  include  an 
$8.8  million  increase  in  funding  for  homeless  persons  with  mental  and 
addictive  disorders,  bringing  the  total  in  this  area  to  $89  million.  The 
Administration  is  proposing  a  government-wide  consolidation  of  all  McKinney 
Demonstration  programs  in  the  Department  of  Housing  and  Urban  development  to 
allow  for  more  efficient  and  effective  management.    In  FY  1992,  the  ADAMHA 
budget  also  includes  a  new  $20  million  homeless  research  program  that  will 
generate  knowledge  needed  by  the  States  to  help  this  population.    We  propose 
to  phase  out  two  NIMH  programs  for  which  States  have  the  authority  and 
expertise  to  continue— CI inical  Training  and  Protection  and  Advocacy.  And, 
consistent  with  the  statutory  agreement  (P.L.  98-621)  transferring  Saint 
Elizabeths  Hospital  to  the  District  of  Columbia,  no  additional  subsidy  is 
authorized  for  the  Hospital. 

I  will  be  pleased  to  answer  any  questions  you  may  have. 


BIOGRAPHICAL  SKETCH  OF  DR.  FREDERICK  K.  GOODWIN 

Frederick  K.  Goodwin.,  M.D.,  is  Administrator  of  the  Alcohol,  Drug  Abuse,  and  Mental  Health! 
Administration  of  the  Department  of  Health  and  Human  Services.  ADAMHA  is  comprised  of 
three  research  institutes--the  National  Institute  of  Mental  Health,  the  National  Institute 
on  Drug  Abuse,  and  the  National  Institute  on  Alcohol  Abuse  and  Alcohol  ism— and  two  offices 
charged  with  public  health  applications  of  research,  the  Office  for  Substance  Abuse 
Prevention  and  the  Office  for  Treatment  Improvement.  As  Administrator,  Dr.  Goodwin  is 
the  Government's  top  psychiatrist,  directing  Federal  efforts  to  contribute  scientific 
solutions  to  the  public  health  problems  associated  with  mental  illness,  alcoholism,  and 
drug  abuse.  He  was  appointed  by  President  Reagan,  confirmed  by  the  U.S.  Senate,  and 
subsequently  reappointed  by  President  Bush.  He  is  the  first  federal  scientist  to  have 
risen  through  the  ranks  to  attain  this  high  post. 

A  physician-scientist  specializing  in  psychiatry  and  psychopharmacology,  Dr.  Goodwin 
served  previously  as  Scientific  Director  of  the  National  Institute  of  Mental  Health  (NIMH) 
and  Director  of  NIMH's  Intramural  Research  Program,  the  largest  mental  health  and 
neuroscience  research  and  research  training  program  in  the  world.   He  joined  NIMH  in  1965. 

Or.  Goodwin  is  an  internationally  recognized  authority  in  the  research  and  treatment  of 
major  depression  and  manic  depressive  illness.  He  was  first  to  report  the  antidepressant 
effects  of  lithium  in  a  controlled  study,  and  was  a  leader  in  the  development  of  safe, 
effective  techniques  for  measuring  changes  in  brain  chemistry.  Although  he  made  seminal 
•scientific  contributions  in  diverse  areas  including  drug  addiction  and  alcoholism,  his 
research  is  characterized  by  key  constants:  attentiveness  to  the  interaction  of 
biological  and  psychological  factors  in  mental  and  addictive  disorders;  a  focus  on 
longitudinal  observation  of  patients'  experiences  over  the  course  of  illness;  and  a 
commitment  to  scholarship. 

A  graduate  of  Georgetown  University,  Dr.  Goodwin  received  his  M.D.  from  the  St.  Louis 
University,  and  took  his  psychiatric  residency  at  the  University  of  North  Carolina  in 
Chapel  Hill.  Among  many  professional  affiliations,  he  is  a  Member  of  the  Institute  of 
Medicine  of  the  National  Academy  of  Sciences.  He  serves  on  the  editorial  boards  of  key 
scientific  journals,  including  the  Archives  of  General  Psvchiatrv.  and  is  founder  and  co- 
editor-  in-chief  of  Psvchiatrv  Research. 

Dr.  Goodwin  is  a  recipient  of  the  major  research  awards  in  his  field:  the  Hofheimer  Prize 
from  the  American  Psychiatric  Association,  the  A. E.  Bennett  Award  from  the  Society  of 
Biological  Psychiatry,  the  Taylor  Manor  Award,  the  International  Anna-Monika  Prize  for 
Research  in  Depression,  and  the  Edward  A.  Strecker  Award.  In  1986,  President  Reagan 
conferred  upon  Dr.  Goodwin  the  highest  honor  available  to  a  member  of  the  career  Federal 
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service:  The  Presidential  Distinguished  Executive  Award.  In  1989  he  was  the  first 
recipient  of  a  new  award:  Psychiatrist  of  the  Year  (Best  Teacher  in  Psychiatry)  from 
Psychiatric  Times.  In  1990,  he  received  the  Service  to  Science  award  from  the  National 
Association  for  Biomedical  Research,  and  the  Public  Service  Award  from  the  Federation  of 
American  Societies  for  Experimental  Biology  (FASEB).  He  is  the  first  recipient  of  the 
Fawcett  Humanitarian  Award  of  the.  National  Depressive  and  Manic-Depressive  Association. 

The  author  of  more  than  375  publications,  Dr.  Goodwin  recently  completed,  in  collaboration 
with  Kay  R.  Jamison,  Ph.D.,  a  comprehensive  textbook  on  manic-depressive  illness  (Oxford 
University  Press,  1990),  recently  designated  as  the  Best  Medical  Book  of  1990,  by  the 
Association  of  American  Publishers.  He  is  one  of  five  psychiatrists  on  the  Current 
Contents  list  of  the  most  frequently  cited  scientists  in  the  world,  and  one  of  12 
psychiatrists  listed  in  the  Best  Doctors  in  the  U.S. 

He  is  married  to  Rosemary  Goodwin,  a  clinical  social  worker  with  expertise  in  alcohol  and 
drug  abuse  treatment.    They  have  three  children. 
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Total  Summary  by  Activity 


Dale:    02/22/9 1 

Ff 1991 

FY  1992 

Difference 

Time:  10:18AM 

Appropriation 

Estimate 

92-91 

No. 

Amount 

No. 

Amount 

No. 

Amount 

1.  Mental  Health: 

a.  Research  

811 

$483,765 

611 

$520,793 

0 

37,028 

b.  Res.  Mgmt.  &  Support  

403 

38.082 

403 

40.966 

0 

2,884 

1.014 

521.847 

1.014 

561,759 

0 

39.912 



30.746 



25,880 

0 

(4,866) 



4.880 



5,076 

0 

195 

e.  Protection  &  Advocacy  



15.614 

" — 

0 

0 

(15,614) 

t.  Clinical  Training  



13.670 



0 

0 

(13,670) 

g.  Prof/  Medical  Education 



2.900 



3.016 

0 

116 

h.  PATH  Formula  (Homeless). 

33  057 



43,116 

0 

10,059 

1.  Consolidated.  Pro).  (Homele 

n 

0 

20,000 

Q 

Tftlal  KlflLJU 

1.014 

622.714 

658.846 

0 

36,132 

AIDS  (non-add)  

(46) 

(76,253) 

(46) 

(79.583) 

0 

(3,330) 

2.  Drug  Abuse: 

113 

265.183 

113 

292.168 

0 

26,985 

b.  Res.  Mgmt.  &  Support  

354 

32.186 

354 

35.552 

0 

3,366 

467 

297,369 

467 

327.720 

0 

30,351 

c.  Demonstrations  

118.658 

118,505 

0 

(153) 

Trttal  Mir^A 

467 

416.027 

0 

30,198 

AIDS  (non-add)  

(85) 

(149.027) 

(85) 

(153,410) 

0 

(4,383) 

3.  Alcoholism: 

100 

142.966 

100 

154.179 

0 

11,213 

b.  Res.  Mgmt.  &  Support  

124 

11.789 

124 

12.596 

0 

807 

Subtotal,  Research  

224 

154.755 

224 

166.775 

0 

12,020 

c.  Demonstrations  

16.438 



0 

0 

(16,438) 

Total,  NIAAA  

224 

171.193 

224 

166.775 

0 

(4,418) 

AIDS  (non-add)  

(8.715) 

(14) 

(9.274) 

0 

(559) 

4.  Treatment  Outcome  Res 



8.134 



8.598 

0 

464 

5.  Substance  Abuse  Prev: 

a.  Demonstrations  

231.283 



239.357 

0 

8,074 

b.  Clinical  Training  

25.986 

25.986 

0 

0 

135 

14.200 

140 

16.237 

5 

2,037 

Tnlal  nCAP 

135 

271.469 

5 

10,111 

AIDS  (non-add)  









6.  Treatment: 

a.  Treatment  Programs  



153.204 



218.246 

0 

65,042  8/ 

b.  Trmt.  Mgmt.  &  Support 

70 

5.209 

91 

7.718 

21 

2,509 

c.  Grants  to  States: 

(1)  ADMS  Block  Grant  



1.268.670 



1,268,670 

0 

0 

Total.  OTI  

70 

1.427.083 

91 

1,494.634 

21 

67,551 

AIDS  (non-add) 









7  Buildings  &  Facilities 

7.775 

7.775 

0 

0 

AIDS  (non-add) 

(1.600) 

(1.600) 

0 

0 

8.  Office  of  the  Adminstrator: 

a.  Prog.  Mgmt.  &  Support  . 

161 

9.473 

161 

10.639 

0 

1,166 

b.  Health  Science  Ed.  Activity 

0 

6 

2,361 

6 

2,361 

c.  SEH  Workers'  Comp.  Fund 

1.895 

1,895 

0 

0 

Total,  OA  

161 

11,368 

167 

14.895 

6 

3,527 

AIDS  (non-add)  

(3) 

(909) 

(3) 

(909) 

0 

0 

TOTAL.  ADAMHA 

2,071 

2,935.763 

2.103 

3.079,328 

32 

143.565 

(148) 

(236.504) 

(148) 

(244,776) 

0 

(8,272) 

11.711 

0 

(11.711) 

TOTAL  

$2,947,474 

$3,079,328 

0 

131.854 

a/  Includes  $31  Million  in  obligational  Authority  for  funds  transferred  from  the  Office  of  National  Drug  Control  Policy  Special  Forfeiture  Fund 
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NATIONAL  DRUG  STRATEGY 

Senator  Harkin.  Dr.  Goodwin,  thank  you  very  much  for  your 
opening  statement  

Senator  Cochran.  I  do  not  have  any  questions,  Mr.  Chairman. 

Senator  Harkin.  Dr.  Groodwin,  your  Department  released  a  re- 
port last  November  on  the  economic  costs  of  alcohol  and  drug  abuse 
which  estimates  that  alcohol  abuse  cost  this  Nation  $86  billion  in 
1988  and  drug  abuse  cost  $58  billion. 

In  1985,  the  most  recent  year  for  which  we  have  data,  alcohol 
abuse  caused  94,768  deaths.  Drug  abuse  caused  6,118  deaths.  In 
terms  of  lost  productivity,  alcohol  abuse  cost  $24  billion,  drug 
abuse  $2.6  billion. 

Alcohol  is  our  Nation's  No.  1  drug  of  abuse  and  top  public  health 
problem,  yet  the  budget  proposes  not  a  single  penny  more  for  the 
ADMS  block  grant  than  we  provided  in  fiscal  year  1991. 

Given  that  alcohol  abuse  is  the  most  prevalent  and  costliest  drug 
to  society,  how  should  the  national  drug  strategy  address  this 
issue? 

And  I  guess  I  want  to  say  also,  is  the  $99  million  proposed  for 
capacity  expansion  to  be  directed  to  alcohol,  drugs,  or  both? 

Dr.  Goodwin.  Well,  it  will  be  directed  to  drugs,  but  because  of 
the  co-morbidity  of  drugs  and  alcohol,  it  is  more  the  rule  than  the 
exception  that  a  very  large  portion  of  those  people  will  also  be  alco- 
hol abusers. 

I  can  also  point  out  that  we  have  recent  data  that  the  early  onset 
of  drug  abuse  substantially  increases  by  a  factor  of  fourfold  to  five- 
fold your  risk  of  becoming  an  alcoholic  later  on. 

So,  in  effect,  the  drug  abuse  problem  is  helping  to  fiiel  the  alco- 
hol problem  and  make  it  worse  and  more  intractable. 

Senator  Harkin.  So  it  is  really  going  for  drugs,  but  you  say  there 
is  some  coincidental  

Dr.  Goodwin.  Particularly  among  the  young. 

Senator  Harkin.  Use  of  that  money  for  alcohol. 

Dr.  GrOODWiN.  It  is  virtually  unheard  of  to  see  a  pure  alcohol 
abuser  or  alcohol  addicted  young  person.  Among  young  people 
today,  the  coexistence  of  these  disorders  is  much  more  the  rule 
than  it  is  the  exception,  and  we  know  that  the  early  onset  of  drug 
abuse  can  substantially  worsen  the  later  expression  of  the  alcohol 
disorder. 

Senator  Harkin.  The  other  part  of  my  question  was,  how  should 
the  national  drug  strategy  address  the  issue  of  alcohol? 

Dr.  Goodwin.  To  the  extent  that  the  national  drug  strategy  was 
in  response  to  the  drug  problem  as  having  special  relationships  to 
crime,  special  relationships  to  AIDS  through  HIV  intravenous 
transmission,  special  relationships  to  crack  babies,  a  variety  of  so- 
cial problems  that  are  serious  halo  effects  of  the  drug  problem 
which  are  not  halo  effects  of  the  alcohol  problem  to  the  same  extent 
that  we  understand  the  social  and  public  health  implications  be- 
hind the  emphasis  on  drugs.  From  a  public  health  point  of  view, 
we  certainly  agree  that  alcohol  is  a  very  serious  problem,  even  by 
itself,  without  the  co-morbidity.  Alcohol  has  an  enormous  impact  on 
health. 
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For  example,  of  the  $15  billion  in  direct  costs  associated  with  al- 
cohol, only  about  20  percent  of  that  goes  to  the  treatment  of  the 
addiction  itself.  The  rest  goes  to  the  medical  consequences  of  alco- 
holism. 

In  the  general  health  arena,  alcohol  has  a  major  consequence. 
We  do  think  that  many  of  the  treatment  dollars  in  the  block  grant 
do  end  up  benefiting  those  with  alcohol  along  with  drugs  because 
of  the  co-morbidity. 

SUBSTANCE  ABUSE  MORTAUTY 

Senator  Harkin.  It  says  here  you  have  94,000  deaths  attrib- 
utable to  alcohol  and  6,000  attributed  to  other  drug  abuse. 
Dr.  GrOODWiN.  Yes. 

Senator  Harkin.  Is  it  fair  to  say  that  alcohol  is,  vou  use  the 
word,  major?  It  is  beyond  that.  I  mean,  it  dwarfs  tne  problems 
caused  by  other  drug  abuse. 

I  am  wondering  if  we  are  really  putting  everything  we  need  into 
alcohol  abuse.  I  have  been  told  time  and  time  again  tnat  the — ^what 
is  the  word  that  is  used,  gateway  drug  or  the  gateway  to  drugs,  is 
alcohol.  It  starts  with  alcohol  among  yoimg  people. 

If  they  do  not  start  on  drugs  first,  they  start  with  alcohol.  Maybe 
that  is  what  you  mean  by  co-morbidity. 

Dr.  Goodwin.  Well,  tne  problem  is  that  alcohol  consumption  by 
the  young,  at  least  experimental  drinking  is  so  ubiauitous  that  it 
is  virtually  everybody  so  that,  of  course,  everybody  wno  ends  up  on 
drugs  will  have  used  alcohol. 

But  since  that  is  such  a  common — ^that  is,  the  use  of  alcohol 
amon^  the  young  is  so  common  fi^om  our  high  school  surveys  that 
it  is  difficult  to  really  call  that  a  gateway  drug. 

If  vou  look  at  a  more  careful  longitudmal  analysis,  actually  what 
we  find  is  that  drugs  can  be  gateways  to  more  serious  problems 
with  alcohol  just  as  alcohol  can  be  a  gateway  to  drugs.  In  fact,  they 
sort  of  wash  out. 

But  let  me  speak  to  the  issue  of  90,000  versus  6,000.  I  agree  that 
there  are  certainly  more  deaths  due  to  alcohol  than  there  are  due 
to  drugs.  On  the  other  hand,  the  deaths  due  to  drugs  usually  occur 
to  young  people. 

So  that  the  years  of  life — ^it  is  the  same  argument  that  we  have 
about  AIDS  and  why  AIDS  is  to  important— the  years  of  productive 
life  lost  are  substantially  CTeater  with  a  young  cocaine  overdose  in 
a  high  school  or  college  Idd,  compared  to  cirrhosis  of  the  liver  that 
may  tragically  shave  off  several  years  at  the  terminal  end  of  life. 

And  that  is  not  to  trivialize  the  alcohol  problem  at  all,  it  is  just 
that  the  comparison  of  the  numbers  dead  need  to  take  into  account 
the  age  at  which  these  people  are  dying. 

Senator  Harkin.  I  think  that  makes  sense.  I  understand  that. 

Dr.  Goodwin.  And  of  course,  the  HIV  connection  is  a  very  impor- 
tant one  that  Dr.  Primm  could  speak  to.  Drug  abuse  is  now  the 
fastest  growing  reason  for  AIDS;  that  is,  the  AIDS  population  that 
is  increasing  most  rapidly  and  is  causing  the  spread  into  the  het- 
erosexual population  and  into  women  and  children  is  principally  re- 
lated to  injection  drug  abuse  or  the  sexual  partners  of  injection 
drug  users,  so  we  almost  have  to  consider  the  AIDS  epidemic  as 
part  of  a  burden  on  us  in  relation  to  the  drug  war. 
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SUBSTANCE  ABUSE  FUNDING 

Senator  Harkin.  I  guess  I  just  do  not  know  why  we  do  not  just 
focus  both  on  alcohol  and  drugs. 

Dr.  GrOODWiN.  Well,  we  do,  and  I  think  that  the  block  grant  in 
most  of  the  State  treatment  systems  are  jointly  administered.  That 
is,  drug  and  alcohol  are  jointly  administered  bv  the  same  authority 
at  the  State  level,  and  indeed  in  40  percent  of  the  States  the  men- 
tal health  and  substance  abuse  programs  are  administered  to- 
gether as  well. 

Perhaps  we  also  should  point  out  that  all  of  Dr.  Johnson's  pre- 
vention programs  are  focused  on  substance  abuse,  not  just  on  drug 
abuse,  even  though  that  was  money  from  the  war  on  drugs,  and 
the  same  is  true  for  many  of  the  OTI  programs.  Dr.  Primm  insisted 
that  alcohol  treatment  be  part  of  any  drug  abuse  center.  Perhaps, 
Dr.  Johnson,  do  you  want  to  make  a  comment  on  alcohol — ^how 
much  work  you  are  doing  in  the  alcohol  arena  in  prevention? 

Dr.  Johnson.  I  should  point  out  that  alcohol  issues  are  fiillv  in- 
tegrated in  all  of  OSAFs  programs.  In  addition  to  that,  we  nave 
special  initiatives  and  special  concerns  in  the  alcohol  area. 

For  example,  there  is  our  concern  about  driving  impairment  due 
to  alcohol  use,  vmderage  drinking  related  to  the  yoimg,  and  cf 
course,  drinking  during  pregnancy,  so  all  of  our  programs,  be  they 
the  high-risk  youth  program,  the  community  partnership  programs, 
and  the  pregnant  postpartum  women  and  infants  programs,  and 
our  commimications  and  media  strategies,  all  of  them  cover  alcohol 
issues  as  well. 

Dr.  Primm.  Mr.  Chairman,  the  Office  for  Treatment  Improve- 
ment has  come  up  with  a  comprehensive  approach  on  the  way  one 
should  treat  people  who  are  addicted  to  substances.  Dr.  Goodwin 
has  already  indicated  that  those  substances  are  generally  alcohol 
and  other  substances  of  abuse. 

All  of  the  grants  that  will  be  awarded  under  the  new  capacity  ex- 
pansion program  unquestionably  will  focus  on  all  drugs  of  abuse 
that  the  individual  may  be  using  and  that  bring  them  to  the  treat- 
ment arena.  Those  persons  diagnosed  with  an  alcohol  problem  will 
be  either  treated  in  that  program  or  referred  to  a  freestanding  alco- 
holism program. 

prevention 

Senator  Harkin.  Dr.  Goodwin,  this  morning,  the  last  few  hear- 
ings that  we  have  had  I  keep  stressing  the  importance  of  preven- 
tion, and  Dr.  Roper  this  morning  referred  to  it  as  an  idea  whose 
time  has  come.  Of  course,  the  Centers  for  Disease  Control  has  al- 
ways led  the  way  in  prevention  efforts  and  we  hope  it  will  continue 
to  do  so. 

You  had  a  report  that  came  out  recently  that  said  the  total  eco- 
nomic costs  of  alcohol,  drug  abuse,  and  mental  illness  hit  about 
$273  billion  in  1988— $129  billion  for  mental  illness,  $86  billion  for 
I   alcohol  abuse,  $58  billion  for  drug  abuse. 

These  are  alarming  figures,  especially  when  you  take  into  ac- 
coimt  that  mental  and  addictive  disorders  are  chronically 
xmderrecorded.  In  light  of  this,  how  can  you  justify  that  your  budg- 
et for  research,  treatment,  and  prevention  programs  provides  the 
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smallest  increase — 3.7  percent,  not  even  enough  to  cover  inflation — 
that  goes  to  prevention? 

Dr.  GtoODWiN.  Well,  I  will  have  Dr.  Johnson  comment  on  that  in 
a  second,  but  I  should  point  out  that  if  we  look  at  our  prevention 
proCTams  over  a  3-year  period,  nearljr  4  years  since  OSAP  was  cre- 
ated, it  has  been  the  fastest-growing  component  of  ADAMHA 
through  all  those  years  and  it  has  gone  from  a  grant  program  of 
just  over  $20  million  to  over  $300  million.  In  addition,  there  is  a 
$20  million  prevention  set-aside  in  the  block  grant;  and  also,  the 
prevention  research  is  an  extremely  important  component  of  the  re- 
search institutes. 

One  of  the  problems  about  the  overall  prevention  efforts  is  that 
the  knowledge  base  about  prevention  is  not  as  well-developed  as  it 
is  about  some  other  areas.  For  example,  we  know  more  about  some 
aspects  of  treatment  than  we  know  about  prevention.  It  is  one  of 
the  things  that  is  very  important  for  us  to  do,  and,  in  fact,  I  am 
just  noting  that  27  percent  of  our  total  budget  is  prevention.  It  is 
important  to  keep  the  research  on  prevention  moving  along  so  that 
we  can  tailor  prevention  programs  to  those  prevention  strategies 
that  work. 

I  think  Dr.  Johnson  would  say  that  the  communitv-based  preven- 
tion program  was  largely  modeled  after  a  national  institute  drug 
abuse  study  that  showed  prevention  working  more  effectively  when 
it  was  comprehensive  rather  than  just  school-focused.  Do  you  want 
to  comment  any  further  on  prevention? 

Senator  Harkin.  Actually,  what  I  would  like  to  have  is  each  of 
you— and  we  will  just  begin  at  this  end  with  Dr.  Johnson — ^in  each 
of  your  areas  just  briefly,  I  do  not  need  a  long  discourse,  but  briefly 
tell  me  what  you  are  doing  in  the  area  of  prevention. 

>  SUBSTANCE  ABUSE  PREVENTION 

Dr.  Johnson.  As  we  approach  prevention,  we  understand  that 
the  factors  contributing  to  alcohol  and  other  drug  use  are  very  com- 
plex and  they  cover  a  number  of  different  factors.  Our  program  is 
geared  to  be  very  comprehensive. 

We  have  three  different  types  of  programs.  First,  we  have  our  cli- 
ent-oriented programs,  and  those  are  the  programs  for  high-risk 
use  and  for  pregnant  and  postpartum  women  and  their  infants. 

Then  we  have  a  program  that  looks  at  the  community  as  a 
whole,  and  it  is  more  systems-oriented,  and  that  is  our  com- 
prehensive community  prevention  program.  What  we  are  learning 
through  research  both  at  NIAAA  as  well  as  the  drug  institute  is 
the  fact  that  you  have  to  approach  these  problems  in  a  very  com- 
prehensive fashion,  and  we  are  attempting  to  do  that,  whether  they 
are  client-oriented  or  whether  they  are  a  systems-oriented  pro- 
gram. 

So  in  terms  of,  for  example,  the  high-risk  youth  programs,  we  are 
looking  at  the  family,  we  are  looking  at  the  school,  we  are  looking 
at  the  commimity,  and,  of  course,  we  are  looking  at  peer  factors 
and  we  are  developing  a  number  of  innovative  approaches  to  this 
problem  in  those  various  settings. 

In  the  comprehensive  program,  what  we  are  attempting  to  do  is 
involve  the  entire  community^  all  segments  of  the  community,  in 
developing  a  veiy  comprehensive  strategy  to  their  alcohol  and  drug 
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problem.  We  are  having  some  very  promising  results  at  the  family 
level,  at  the  community  level,  as  well  as  at  the  peer  level,  in  at- 
tempting to  address  the  specific  problems. 

DRUG  ABUSE  PREVENTION 

Dr.  Schuster.  As  Dr.  Johnson  commented,  the  National  Insti- 
tute on  Drug  Abuse  has  been  involved  in  primary  prevention  re- 
search which  has  clearly  demonstrated  that  to  be  effective  in  pri- 
mary prevention — that  is,  to  prevent  drug  initiation,  to  prevent  the 
experimentation  with  drugs — it  is  essential  that  programs  be  com- 
prehensive. 

We  have  recently  completed  an  analysis  of  two  major  city  pro- 

frams  with  all  the  appropriate  controls  and  shown  that  those  chil- 
ren  who  are  part  of  a  multifaceted  program  which  included  the 
family,  which  included  the  teachers,  which  included  the  family  by 
virtue  of,  for  example,  homework  assignments  from  school,  wnicn 
involved  the  local  business  community,  which  involved  the  local  po- 
lice not  only  in  supply-side  reduction  activities  but  as  well  in  de- 
mand-reduction activities,  this  type  of  total  commitment,  gave  rise 
to  a  change  in  the  normative  values  of  that  community. 

That  is  what  is  key,  because  for  a  24-hour-a-day  period,  children 
in  this  program  were  being  given  the  same  consistent  message  by 
all  community  contacts  that  they  would  have,  both  in  the  family, 
the  school,  and  the  media.  That  is  what  is  essential. 

That  is  for  primary  prevention,  but  in  addition,  we  are  very  con- 
cerned about  the  issue  of  secondary  prevention.  That  is,  those  peo- 
ple who  experiment  with  drugs,  who  escalate  and  go  on  to  abuse 
and  dependence,  and  we  are  conducting  studies  to  determine  what 
are  the  early  factors  that  v/e  can  identity  that  give  rise  to  a  vulner- 
abihty  to  not  only  experiment  with  drugs  but  to  go  on  to  addiction. 

We  now  believe  we  have  some  factors  that  we  can  identify  as 
early  as  the  first  grade  which  place  individuals  at  greater  risk  for 
becoming  drug  abusers  in  adolescence  as  well  as  having  a  number 
of  other  behavioral  disorders  at  that  time.  We  hope,  then,  on  the 
basis  of  being  able  to  identify  what  these  early  risk  factors  are,  to 
be  able  to  develop  appropriate  interventions. 

Dr.  Goodwin.  I  think  we  might  say  in  general  that  some  of  the 
broader-based  prevention  programs  are  successful.  If  we  look  at  our 
mainstream  population,  which  are  that  successful  core  of  Ameri- 
I  cans  who  graduate  from  high  school,  we  see  very  encouraging  long- 
term  trends.  That  is,  very  substantial  reduction  from  the  pe^s 
that  we  had  in  drug  addiction  back  in  the  early  1980' s. 

We  have  seen  a  72-percent  drop  in  30-dav  or  regular  cocaine  use. 
That  is  a  very  important  drop.  However,  that  means  that  our  pre- 
1    vention  efforts  now  are  shifting  more  and  more  to  those  high-risk 
i    populations  that  are  not  changing  as  much — the  pockets  of  vulner- 
'    ability,  as  we  call  them — and  there,  the  research  base  is  even  more 
important  to  focus  those  programs  appropriately. 

TERTIARY  PREVENTION 

Dr.  Primm.  Dr.  Johnson  spoke  about  primary  prevention,  and,  of 
1    course.  Dr.  Schuster  spoke  about  secondary  prevention,  and  treat- 
ment is  always  seen  as  tertiary  prevention.  Every  time  we  treat 
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one  person  for  substance  abuse  we  eliminate  that  individual  from 
trying  to  gain  support  for  that  behavior  which  is  deleterious  by 
transferring  it  to  another  individual,  so  tertiary  prevention  is  what 
treatment  is  all  about. 

In  treatment  programs  we  often  have  family  therapy  since  sib- 
lings are  likely  to  also  be  involved  in  substance  abuse  behavior.  If 
there  is  one  member  of  the  family  involved  in  treatment  then,  that 
in  itself,  of  course,  cuts  down  the  possibility  of  the  spread  of  sub- 
stance abuse,  whether  it  be  alcoholism  or  other  substances  abuse. 
So,  again;  treatment  is  tertiary  prevention. 


Dr.  Leshner.  At  NIMH,  we  basically  have  taken  a  three-pronged 
approach  to  our  rather  rapidly  growing  prevention  portfolio: 

One  has  been  to  support  studies  that  are  involved  with  direct 
interventions  designed  to  prevent  specific  disorders. 

The  second  category  are  more  broad-based  interventions,  particu- 
larly early  in  life,  looking  at  high-risk  individuals  that  might  affect 
a  broad  range  of  outcomes.  That  is,  a  broad  range  of  disorders. 

The  third  category  are  a  variety  of  educational  activities  that  we 
do  that  are  involved  in  secondary  prevention  or  primary  preven- 
tion. 

It  is  an  area  that  has  been  growing  quickly  for  us.  We  now  have 
five  major  prevention  intervention  research  centers.  In  addition,  we 
have  a  number  of  prevention  research  demonstrations  that  were 
begun  last  year,  and  a  rather  extensive  and  diverse  research  port- 
folio. 


Senator  Harkin.  Dr.  Gordis. 

Dr.  Cordis.  Our  prevention  research  efforts  are  focused  both  on 
individual  grantees  as  well  as  one  of  our  14  research  centers  which 
is  devoted  solely  to  issues  of  prevention.  Our  work  is  in  many 
spheres. 

Since  alcohol  is  a  legal  drug,  obviously  there  is  research  to  be 
done  on  issues  of  social  policy  and  legislation  and  the  impact  of 
such,  and  so  we  have  research  on  the  economic  modeling  of  the  re- 
sponse of  consumption  to  price,  on  elasticity — ^how  consumption  re- 
sponds to  price — on  the  effect  of  advertising,  on  the  question  of 
whether  drinking  is  initiated  in  the  young,  on  server  intervention 
programs,  on  drinking  driver  laws,  and  on  the  effect  of  age  limita- 
tions on  alcohol  consumption  on  both  the  driving  and  the  cirrhosis 
death  rates. 

As  far  as  individual  studies,  we  have  longitudinal  studies  show- 
ing the  mix  of  genetic  and  environmental  and  family  relationship 
factors  as  kids  move  from  one  age  of  risk  to  another,  and  that  is 
a  very  large  area  of  our  prevention  portfolio  right  now. 

The  genetics  work  will  pay  off,  I  think,  in  identifying  high-risk 
youth  who  are  candidates  for  better-targeted  intervention.  We  also 
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We  have  prevention  in  the  AIDS  area,  to  see  whether  within  al- 
cohol treatment  programs  the  kind  of  prevention  that  could  be  done 
within  those  programs  is  going  to  cut  down  on  the  conversion  to 
sero-positivity. 

Finally,  we  have  a  collaborative  prevention  announcement  now 
with  tiie  Office  for  Substance  Abuse  Prevention — it  is  sponsored  by 
both  NIAAA  and  OSAP — ^to  study  a  mixture  of  cities  to  see  whether 
the  type  of  commimity  trials  which  have  been  done  before  in  car- 
diovascular disease  can  be  duplicated  in  the  alcohol  world  to  see 
which  efforts  within  the  community  are  best  suited  to  reducing  the 
hazards  and  the  dangers  of  alcohol  consumption. 

TREATMENT  OUTCOME  RESEARCH 

Senator  Harkin.  Very  good.  Thank  you  all — good  briefing. 

Moving  from  prevention  to  intervention,  what  can  you  report  on 
the  progress  of  treatment  outcome  research  in  improving  ways  of 
matching  patients  to  the  most  appropriate  substance  abuse  treat- 
ment program? 

Dr.  Goodwin.  Perhaps  Dr.  Gordis  could  talk  about  some  treat- 
ment matching  in  the  alcohol  arena,  and  then  I  will  make  some 
general  comments. 

Dr.  GoRDES.  The  question  is  of  paramount  importance  to  the 
treatment  world,  because  obviously,  if  we  can  type  the  treatment 
specifically  and  also  describe  the  kinds  of  patients  who  are  suited 
to  them,  we  will  reduce  the  cost  of  treatment,  maximize  its  effi- 
ciency, and  cut  down  the  inconvenience  to  both  staff  and  patients. 

We  are  very  proud  of  our  two  big  collaborative  studies,  one  of 
which  is  on  that  issue.  The  patient-treatment  matching  study, 
which  is  now  into  its  second  year,  is  conducted  in  nine  different 
centers  in  order  to  get  an  adequately  large  and  diverse  population. 

Essentially,  there  are  three  arms  of  treatment.  In  one,  the  con- 
ventional treatment  with  traditional  counseling  and  therapy  ap- 
proaches and  so  on  is  a  big  component.  Another  one  has  to  do  with 
the  cognitive  behavioral  modeling,  and  a  third  arm  of  treatment  is 
the  equivalent  of  minimal  intervention  for  less  dependent  people, 
and  a  mix  of  theories  are  being  tested  as  to  which  type  of  patients 
are  suited  for  this. 

This  program  is  imderway.  The  pilot  studies  are  beginning,  and 
we  hope  within  several  years  we  will  have  some  interesting  infor- 
mation which  will  affect  the  whole  treatment  commimity. 

Senator  Harkin.  It  will  take  several  years,  though? 

Dr.  GrORDls.  I  believe  so,  yes. 

ACUPUNCTURE 

Senator  Harkin.  What  has  research  shown  on  other  treatments, 
such  as  acupuncture? 
Dr.  Gordis.  I  think  the  data  on  acupimcture  must  be  still  consid- 
I    ered  inconclusive.  Most  of  the  literature  on  acupimcture,  I  think, 
j     would  not  pass  muster  as  far  as  the  standards  of  rigorous  analysis 
I    that  we  demand  in  all  areas  of  health  care  now. 

One  or  two  of  the  studies  have  been  more  promising  and  have 
really  satisfied  some  of  those  standards,  but  they  have  been  small, 
and  so  we  are  welcoming  applications  to  test  this  further. 
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I  think  we  do  not  know  the  answer  yet. 

Dr.  GrOODWiN.  NIDA  is  doing  some  studies  on  acupuncture.  Do 
you  want  to  comment  on  that? 

Dr.  Schuster.  We  have  two  studies  of  acupuncture  currently  on- 
going for  the  treatment  of  cocaine  addiction.  I  must  say  that  I 
would  agree  with  Dr.  Gordis  that  at  least  in  one  of  them  the  re- 
sults to  date  have  not  proven  to  be  any  better  than  for  individuals 
who  became  engaged  in  other  kinds  of  activities  for  a  comparable 
amount  of  time.  In  other  words,  it  was  program  involvement  rather 
than  the  acupuncture  which  seemed  to  be  responsible  for  any 
changes  that  took  place. 

EFFECTIVE  SUBSTANCE  ABUSE  TREATMENT 

Dr.  Goodwin.  Could  I  perhaps  make  a  couple  of  general  com- 
ments about  substance  abuse  treatment,  because  that  often  is  mis- 
understood. 

First,  I  will  iust  repeat  something  Dr.  Primm  frequently  sa^s, 
which  is  that  drug  abuse  and  alcohol  abuse  are  chronic  relapsing 
diseases,  and  they  should  be  thought  of  like  we  think  of  artnritis 
or  like  we  think  of  hypertension.  That  is,  you  have  episodes,  you 
have  a  chronic  vulnerability. 

Second,  the  treatment  varies  enormously  with  the  individual, 
such  as  whether  they  do  or  do  not  have  a  coexisting  mental  dis- 
order, such  as  whether  they  are  highly  motivated. 

It  is  one  thing  for  drug  abuse  to  he  occurring  in  a  very  successful 
lawyer  who  could  lose  his  whole  practice  if  he  does  not  get  straight. 
It  is  quite  another  for  drug  abuse  to  be  occurring  in  somebody  who 
seems  to  feel  that  they  have  nothing  to  lose.  It  makes  a  big  dif- 
ference whether  they  have  an3rthing  to  be  rehabilitated  for,  or 
whether,  as  Dr.  Schuster  says,  they  need  to  be  habilitated  in  the 
first  place.  Another  factor  is  that  there  might  well  be  very  little 
self-esteem  structure  there  after  you  get  rid  of  the  drug  problem. 

All  studies  indicate  that  the  longer  people  stay  in  treatment  of 
a  variety  of  types,  the  more  effective  it  is.  However,  the  more  ardu- 
ous treatment  strategies  require  more  commitment  by  the  patient, 
and,  therefore,  they  have  higher  dropout  rates. 

We  do  have  some  evidence  on  wnat  the  components  of  a  good 
treatment  system  are.  We  know  that  if  you  have  a  stable  staff,  if 
you  provide  educational  and  vocational  counseling  along  with  your 
drug  coimseling,  if  you  have  a  staff-client  match  in  terms  of  racial 
and  ethnic  characteristics,  if  you  have  strong  leadership,  these  all 
have  been  shown  to  substantially  increase  the  effectiveness  of  any 
given  treatment,  and  Dr.  Primm  is  incorporating  those  standards 
into  his  treatment  improvement  programs. 

We  also  have  data  from  a  NIDA  researcher.  Chuck  O'Brien,  at 
the  University  of  Pennsylvania,  showing  that  a  high-intensity 
treatment  can  have  three  times  more  effect  in  keeping  people  drug 
fi-ee  than  a  low-intensity  program,  even  though  the  cost  is  only 
double.  That  is,  if  you  have  a  twice-as-expensive  treatment  which 
includes  psychiatric  care,  emplo)anent  counseling,  and  high  inten- 
sity of  counseling,  which  costs  twice  as  much  as  the  stripped-down 
version,  it  nevertheless  provides  three  times  more  effectiveness 
both  in  terms  of  drug  benaviors  and  risk  of  getting  AIDS  if  you 
happen  to  inject  drugs. 
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So  that  if  you  look  across  the  spectrum,  you  have  out-patient  pro- 
grams, you  have  in-patient  detoxification  programs,  you  have  medi- 
cation-based programs — methadone  is  the  best  established.  We 
know  that  methadone  works  about  70  percent  of  the  time,  if  it  is 
done  well.  We  have  tricyclic  antidepressants  for  cocaine,  still  exper- 
imental. We  have  buprenorphine,  which  is  a  very  exciting  new  de- 
velopment that  NIDA  has  data  on  that  may  well  prevent  some  of 
the  craving  for  cocaine  as  well  as  for  heroin,  but  these  are  still  con- 
sidered experimental. 

I  would  say  the  overall  treatment  success  in  drug  abuse  and  alco- 
hol is  approximately  equivalent  to  what  it  is  now  with  some  of  the 
difficult  cancers  that  we  deal  with.  That  is  to  say,  we  have  overall 
an  effective  rate  if  you  count  good  programs,  poor  programs,  not 
highly  motivated  individuals.  Overall  about  one-third  of  the  clients 
who  go  into  these  treatment  systems  come  out  and  stay  clean,  but 
two-thirds  do  not,  and  compared  to  some  areas  of  medicine,  that  is 
not  bad.  Compared  to  other  areas,  we  have  a  long  way  to  go. 

PSYCHOTHERAPY  AND  CHRONIC  DISEASE 

Senator  Harkin.  I  have  a  couple  of  questions.  I  will  just  ask  one 
more  before  I  turn  to  Senator  Bumpers,  and  perhaps  this  should 
go  to  Dr.  Leshner. 

I  asked  a  question  again  this  morning  about  nonconventional 
means  of  treatment,  investigating,  and  researching 
nonconventional  means  of  treatment.  I  just  mentioned  one  here, 
acupuncture,  and  the  response  was  it  needed  more  looking  at,  and 
you  needed  to  set  up  better  scientific  analysis  of  it. 

My  question  for  you  is,  there  have  been  some  recent  articles 
about  psychotherapy  being  shown  to  help  cancer  patients,  and  I  am 
wondering  if  you  have  any  knowledge  of  that,  and  can  you  com- 
ment on  that  at  all? 

Dr.  Leshner.  I  am  familiar  with  the  study  that  was  done.  I  can 
give  you  a  more  detailed  explanation  of  that  for  the  record,  but  a 
study  was  done  recently  by  one  of  our  investigators  that  showed 
that  the  duration  of  survival  for  breast  cancer  patients  was  en- 
hanced following  group  psychotherapy  treatment. 

Senator  Harkin.  That  is  interesting.  The  longevity,  you  say,  the 
survivability,  was  increased? 

Dr.  Leshner.  That  is  right,  yes. 

Dr.  Goodwin.  It  is  a  Unction  of  how  early  the  intervention  is 
done,  because  the  apparent  mechanism  of  this  relates  to  the  control 
by  the  brain  of  the  immune  system,  but  the  so-called 
psychoimmunological  control  mechanisms  work  better — ^the  im- 
mune system's  control  of  cancer  works  better  early  in  the  develop- 
ment of  some  cancers.  If  you  study  them  very  late  when  they  are 
in  the  hospital,  there  is  very  little  effect. 

Senator  Harkin.  There  is  still  a  lot  we  have  got  to  learn  about 
that  interaction  between  the  brain  and  

Dr.  Leshner.  That  is  right.  We  have  an  extensive 
psychoneuroimmunology  research  program  going,  looking  at  that 
interface  between  brain,  immune,  and  endocrine  systems. 

[The  information  follows:] 
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Psychotherapy  and  Chronic  Disease 

In  NIMH  supported  research^  Dr.  David  Spie^l  and  colleagues  at  Stanford  Uni- 
versity have  8no¥m  that  participation  of  metastic  breast  cancer  patients  in  weekly 
CToup  support  treatment  increases  survival  time  to  an  average  of  tlurty-six  months. 
Women  wno  participated  in  the  one  year  intervention  survived  twice  as  lon^  as 
women  who  received  only  medical  treatment.  The  intervention  was  the  only  variable 
found  to  affect  survival  time.  This  effect  was  not  apparent  until  8  months  after  the 
intervention  ended. 

Dr.  Spiegel  is  continuing  to  examine  the  effects  of  psychosocial  treatment  for  pa- 
tients vdth  metastatic  carcinoma.  One  hypothesis  to  be  tested  is  that  as  a  result  of 
decreased  anxiety,  depression,  and  pain,  patients  who  are  in  the  support  group  im- 
prove survival  bv  added  attention  to  exercise,  diet,  and  medical  treatment.  Dr.  Spie- 
gel has  proposea  this  ^up  support  intervention  as  a  model  system  for  other  termi- 
nal illnesses  that  mayl>e  valuable  not  only  to  cancer  patients  "but  also  to  those  with 
HIV/AIDS.  1 

For  cancer  patients  receiving  repeated  chemotherapy  or  other  immune  suppres- 
sive therapies,  the  suppression  of  the  immune  system  may  in  some  cases  prove  to 
be  drastic  enough  to  increase  the  risk  of  infectious  disease.  Psychological  means  1 
may  be  useml  to  blod^  this  immunosuppression.  Conversely,  when  I 
immunosuppression  is  necessaiy,  such  as  in  trsinsplants  or  lupus  erythematosus,  ' 
physicians  may  use  psycholorical  means  to  decrease  the  number  of  treatments  with 
immunosuppressive  drugs,  thus  reducing  both  drug  side  effects  and  costs.  An 
NIMH-funded  project  at  the  Memorial  Sloan-Kettering  Cancer  Center,  under  the  di- 
rection of  Dr.  William  Redd,  has  as  its  long-term  objective  understanding  how  psy- 
chological factors  iniluence  immune  functioning  in  humans.  Reseeirchers  nave  been 
attempting  to  relate  changes  in  immune  function  vdth  physical  and  mental  ill- 
nesses. Imtial  results  with  20  brsast  cancer  patients  found  that  the  repeated  experi- 
ence of  the  immune  suppressing  effects  of  cnemotherapy  in  the  distinctive  hospital 
environment  can  affect  patients  so  that  merely  returning  to  the  clinic  triggers  im- 
mune suppression.  These  fmdings  may  help  to  elucidate  me  biological  links  between 
psvchological  factors  and  immune  function;  such  changes  in  immune  function  may 
allow  rigorous  investigation  of  the  mechfinisms  by  which  mind  influences  the  body. 

At  UCLA,  Professor  SheUey  Taylor  is  examining  the  psychosocial  aspects  of  can- 
cer and  other  illnesses.  NIMH  is  providing  career  support  to  Dr.  Taylor  who  is 
studying  social  support  needs  and  use  of  social  support  JP^ups  among  cancer  pa- 
tients with  funding  from  the  National  Cancer  Institute.  The  project  seeks  to  gen- 
erate guidelines  for  social  support  groups  in  order  to  increase  their  appeal  to  target 
populations,  such  as  male,  working  class,  minority  cancer  patients. 

ADMS  BLOCK  GRANT 

Senator  Harkin.  Interesting.  I  am  prepared  to  yield  to  Senator 
Bumpers,  if  you  would  like  at  this  time.  j 

Senator  Bumpers.  Mr.  Chairman,  thank  you  very  much.  I  will  be 
very  brief. 

Dr.  Goodwin,  I  am  greatly  concerned  about  the  block  grant — drug 
abuse  block  grant.  Are  you  familiar  with  the  GAO  report  that  Sen- 
ator Pryor  and  some  of  us  had  done  last  year? 

Apparently,  the  report  does  indeed  indicate  that  the  drug  prob-  | 
lems  of  the  larger  metropolitan  areas  in  the  country  are  more  acute  p 
than  they  are  in  rural  areas,  though  I  think  the  studies  show  they 
are  much  greater  in  rural  areas  than  the  ordinary  layman  might 
think,  and  while  I  might  be  willing  to  take  some  abuse  for  the  , 
rural  areas,  including  Arkansas,  in  order  to  accommodate  that  f 
slight  disparity,  according  to  the  report,  the  fact  is  that — here  is  . 
what  they  say:  , 

The  studies  we  reviewed  suggest  that  urban  incidence  rates  are  somewhat  less  [ 
than  three  times  higher  than  nonurban  rates.  By  comparison^  the  use  of  total  urban 
population  and  current  law  produces  a  pattern  of  funding  differences  appropriate  for 
an  incidence-rate  differential  of  over  15  to  1  between  urban  and  nonurban  residents.  ' 

Now,  do  you  think  a  Senator  from  Arkansas  ought  to  sit  still  for 
that? 
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Dr.  Goodwin.  By  no  means.  Actually,  what  we  have  seen,  of 
course,  is  a  shift  from  the  older  formula  which  was  purely  popu- 
lation based  to  this  cruder  way  of  getting  at  need  through  a  new 
formula  which  is  weighted  toward  the  urban  and  the  young.  I  em- 
phasize crude  because  that  was  based  on  assumptions  that  you 
were  just  questioning,  and  I  think  we  should  be  questioning  the  as- 
sumptions. 

One  of  the  reasons  we  are  putting  the  new  capacity  expansion 
program  in  place,  and  it  really  represents  our  onlv  expansion  in  the 
budget  for  drug  treatment,  is  that  this  allows  tor  more  targeting 
of  need.  That  is  to  say,  we  can  look  at  areas  that  States  submit  evi- 
dence that  they  have,  for  example,  a  high  rural  problem  that  does 
not  show  up  in  the  urban  weighting  in  the  existing  block  grant, 
and  that  will  allow  us  to  fill  those  gaps  in  the  block  grant. 

Second,  I  would  point  out  that  one  of  the  important  efforts  that 
Dr.  Primm  has  launched  in  his  Office  for  Treatment  Improvement 
is  a  mainstreaming  initiative  which  is  particularly  important  in 
rural  areas,  because  as  you  well  know,  health  care  delivery  in  rural 
areas  is  heavily  dependent  upon  the  primary  care  specialists. 

Senator  Bumpers.  That  is  right. 

Dr.  Goodwin.  They  are  the  ones  there  for  the  mental  illness 
services  and  for  the  substance  abuse  services,  and  until  we  can  get 
substance  abuse  and  mental  illness  treatment  integrated  into  9ie 
general  health  stream,  we  are  going  to  always  have  a  problem 
about  these  illnesses  in  the  rural  areas. 

Also,  by  the  way,  I  have  just  been  reminded  that  many  of  our 
prevention  programs  indirectly  benefit  rural  areas.  We  estimate 
that  about  23  percent  of  our  OSAP  programs  in  substance  abuse 
prevention  apply  to  rural  areas,  even  though  the  percent  of  the 
population  Hving  in  rural  areas,  of  course,  is  substantially  lower 
than  that. 

Senator  Bumpers.  How  much  money  is  in  that  program? 
Dr.  Goodwin.  In  the  total,  $281  million,  and  it  is  23  percent  of 
that  $281  million.  We  could  also  point  out  in  our  critical  popu- 
lations grants  from  the  categorical  part  of  OTI,  17  percent  went  to 
rural  areas,  which  again  is  still  above  the  population  distribution. 

Senator  Bumpers.  Well,  my  State  is  a  big  loser  in  fiscal  year 
1992  under  the  current  ADMS  formula.  We  lose  about  12  percent 
in  1992  over  what  we  are  going  to  get  in  1991. 

Dr.  Goodwin.  I  am  sorry  to  say  that  it  is,  I  think,  the  biggest 
loser,  and  that  is  because  of  the  shift — although  it  was  designed  to 
be  a  gradual  4-year  shift,  the  shift  from  that  old  formula  that  took 
into  account  only  population  and  median  income,  so  that  the  lower 
median  income  States  got  more. 
The  shift  to  the  urban  and  young  person  weight,  which  was  a 
I   crude  attempt  to  target  to  drug  addiction,  has  put  States  like  Ar- 
!   kansas  at  a  disadvantage,  but  we  hope  that  the  other  programs 
that  are  targeted — that  is,  the  capacity  expansion  program  and  the 
^   other  programs  of  OTI,  as  well  as  the  prevention  programs — can 
I   fill  that  gap. 

I      Senator  Bumpers.  Well,  I  must  say  this — I  do  not  know  whether 
■    somebody  crafted  it  very  carefully  to  make  sure  that  there  were 
going  to  be  51  votes  against  changing  this  formula  in  the  Senate, 
but  as  I  look  it  over,  it  looks  that  way.  I  do  have  Senator  Dole  on 
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my  side,  because  Kansas  is  a  State  that  takes  almost  as  big  a  hit 
as  Arkansas  does. 

Dr.  Goodwin.  Well,  I  am  glad  you  reminded  all  of  us  that  these 
formulas  were — ^in  both  cases  were,  of  course,  congressional  for- 
mulas. 

Senator  Bumpers.  I  know  you  did  not  do  it,  and  I  know  who  did. 
[Laughter.] 

It  was  not  in  the  Senate,  I  might  also  say.  These  things  have  a 
tendency  to  originate  in  the  House. 

HIGH  SCHOOL  DRINKING 

Dr.  Gordis,  just  one  question— do  you  do  the  high  school  senior 
survey  every  year? 

Dr.  Goodwin.  Yes;  now  it  is  every  year.  Yes. 

Senator  Bumpers.  That  is  an  extremely  helpful  and  informative 
survey.  I  am  pleased  you  do  that.  I  get  a  chance  to  look  that  over, 
and  I  get  a  chance  to  make  a  lot  of  bam-bimiing  speeches  about 
some  or  the  information  in  it. 

Dr.  Gordis,  can  you  remind  me  of  the  percentage  of  high  school 
seniors — ^it  seemed  to  me  like  it  was  over  one-third — who  said  they 
had  had  five  successive  drinks  or  more  on  one  occasion  in  the  pre- 
ceding 2  weeks?  What  was  that  statistic?  Was  it  37  percent? 

Dr.  Gordis.  The  1990  numbers.  Senator,  are  that  episodes  of 
heavy  drinking— that  is,  five  or  more  drinks  at  a  time  during  the 
2  weeks  preceding  the  survey — ^were  reported  by  32  percent. 

Senator  Bumpers.  Thirty-two  percent? 

Dr.  GrORDES.  Down  a  little  bit  from  the  34.7  percent  in  1988,  so 
there  is  a  slight  improvement  in  that,  but  it  is  still,  obviously,  a 
figure  which  we  are  all  concerned  about. 

Senator  Bumpers.  Well,  it  is  encouraging  that  that  figure  has 
gone  down  ever  so  slightly,  but  that  still  is  a  shocking  figure  to  me. 
I  am  still  really  appalled  that  that  many  seniors  have  and  are  will- 
ing to  say  on  that  survey  that  they  have  had  five  drinks  or  more 
in  the  preceding  2  weeks. 

Dr.  Goodwin.  It  is  a  little  more  encouraging  when  you  look  at 
the  long-term  trends.  The  peak  for  binge  drinking  was  back  in 
1979.  It  is  down  22  percent,  so  one  of  the  disadvantages  of  doing 
the  survey  every  year  is  that  looking  at  it  year  by  year  it  may  be 
hard  to  see  some  of  these  long-term  trends,  but  as  you  said,  we  are 
much  more  encouraged  about  the  drug  trends  in  this  mainstream 
population. 

Dr.  Primm  just  reminded  me  that  an  interesting  aspect  of  that 
high  school  survey  is  that  the  reduction  in  drug  use  by  our  black 
population  actually  exceeded  the  reduction  by  the  white  population 
in  that  particular  sample  of  kids,  the  76  percent  of  kids  who  stay 
in  school — ^that  is,  the  mainstream  population. 

Senator  Bumpers.  That  is  all  very  encouraging.  What  do  you  at- 
tribute that  to.  Dr.  Goodwin? 

Dr.  Goodwin.  In  terms  of  the  overall  trend  downward,  I  think 
that  the  overall  efforts  of  prevention,  the  efforts  of  the  private  sec- 
tor, some  of  the  highly  publicized  deaths  of  very  important  actors 
and  athletes  have  caught  the  attention  of  kids,  and  most  of  the 
change  is  kids  refusing  to  start  using  drugs.  One  thing  we  know 
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about  drugs  is  it  is  a  lot  easier  not  to  start  than  it  is  to  stop  once 
you  have  started. 

Senator  Bumpers.  Is  that  the  thrust  of  most  of  your  educational 
programs? 

Dr.  GrOODWiN.  Yes;  and  I  think  we  are  catching  them  through 
OSAP  programs,  through  the  Advertising  Council,  through  the 
media  efforts,  public  and  private.  We  are  catching  them  young 
enough  that  they  do  not  start,  and  that  is  why  we  predicted  5  years 
ago  tiiat  the  trend  shoxild  continue  down  because  we  thought  it  was 
the  beginning  of  a  long-term  change. 

But  I  would  emphasize  that  there  are  still  significant  portions  of 
the  population  that  are  not  going  down  that  way.  The  school  drop- 
outs are  not  going  down  that  rapidly.  People  in  the  highly  impacted 
inner-city  poverty  zones  are  not  going  down  that  rapidly,  although 
even  there  there  are  some  encouraging  early  trends. 

The  DAWN  data — that  is,  people  who  come  to  emergency  rooms 
with  cocaine  overdoses — is  down  22  percent  in  the  last  year.  That 
is  the  beginning  encouragement  that  perhaps  even  in  this  hardcore 
heavy  user  group  there  are  some  beginnings  of  some  reductions 
there,  but  again,  the  hardcore  group,  particularly  those  who  inject 
drugs,  with  the  AIDS  epidemic  is  still  a  major  challenge  and  we 
cannot  afford  to  let  up. 

Dr.  Schuster.  Well,  unfortunately,  one  of  the  things  the  high 
school  senior  survey  has  shown  is  tnat  attitudes  toward  the  dan- 
gerousness  of  smoking  one  or  more  packs  of  cigarettes  has  not 
changed  as  significantly  as  it  has  for  marijuana  and  for  cocaine 
use,  and  we  believe  that  changes  in  attitude  precede  behavioral 
changes. 

What  we  have  seen  is  that  for  the  past,  actually  7  years,  al- 
though overall  there  has  been  a  downward  trend  in  tobacco  use  in 
high  school  seniors,  that  for  the  past  7  years  there  has  not  been 
a  continuing  trend.  In  other  words,  it  has  flattened  out. 

I  think  this  is  an  area  that  we  need  a  great  deal  more  interven- 
tion. As  you  may  notice  my  button,  here,  which  is  an  antismoking 
button,  because  NIDA,  as  well  as  OSAP  and  others  are  very  much 
involved  in  prevention  programs  for  tobacco  use  in  adolescents  as 
well  as  amongst  children. 

Let  me  just  point  out,  I  am  very  pleased  that  you  used  the  high 
school  senior  survey,  which  we  sponsor,  and  this  next  year  we  will 
i    be  conducting  the  same  survey  in  8th  graders  and  10th  graders, 
I    and  this  is  an  attempt  to  be  able  to  get  information  about  children 
who  may  never  reach  their  senior  year  of  high  school,  because  they 
drop  out  of  school  earlier.  That  data  will  also  be  collected  on  a 
yearly  basis  from  here  on  out. 
Senator  Harkin.  Thank  you,  Senator  Bumpers. 
I  have  one  last  question.  Dr.  Groodwin  and  Dr.  Leshner.  Once 
again  the  President's  budget  proposes  to  eliminate  the  protection 
,    and  advocacy  program.  The  program  was  created  because  States 
I    were  not  offering  adequate  protection  to  the  institutionalized,  men- 
I    tally  ill  population.  Is  the  number  of  protection  and  advocacy  cases 
still  increasing  as  it  has  for  the  past  several  years? 

Dr.  Leshner.  Yes;  the  number  of  cases  nas  increased  over  the 
past  few  years,  although  the  administration  feels,  as  it  has  over  the 
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past  few  years,  that  this  should  become  an  increasing  State  respon- 
sibility to  take  over  this  program. 

Senator  Harkin.  Do  you  have  evidence  to  show  that  States  will 
continue  to  fund  it  if  Federal  support  is  eliminated  as  you  propose? 

Dr.  Leshner.  We  do  believe  that  they  will  begin  to  take  some  re- 
sponsibility for  it. 

Senator  Harkin.  You  said  some  responsibility,  but  I  mean,  if,  for 
example,  we  do  not  fund  it  in  our  appropriations  bill — how  much 
is  the  total  on  that — $16  million.  Do  you  think  the  States  will  pick 
that  all  up? 

Dr.  Leshner.  I  do  not  know  whether  they  will  initially  pick  up 
the  entire  balance,  but  I  suspect  over  time  that  the  systems  have 
enough  momentum  that  they  will  continue  to  develop. 

PROTECTION  AND  ADVOCACY  PROGRAM 

Senator  Harkin.  I  want  to  know  what  evidence  you  have.  The 
program  was  created  because  the  States  were  not  doing  it,  so  we 
have  been  funding  it.  Now  you  are  saying  we  can  stop  fimding  it 
because  the  States  will  do  it.  I  do  not  understand  what  has  hap- 
pened all  of  a  sudden. 

Dr.  Leshner.  They  have  become  more  incorporated  into  the  nor- 
mal operation  of  the  States,  and  while  I  cannot  prove  to  you  that 
they  will  take  over,  we  believe  that  it  is  the  States*  responsibility 
to  pick  this  up. 

Senator  Harkin.  When  did  we  start  funding  it,  1985? 

Dr.  Leshner.  In  1986. 

Senator  Harkin.  In  1986.  Now  that  is  a  short  timeframe.  I  wish 
I  had  some  evidence  that  would  show  me  that  they  would,  in  fact, 
pick  it  up,  or  something,  because  I  believe  that — ^you  say  the  cases 
are  still  going  up?  I  read  about  them  all  the  time.  I  get  different 
letters  or  different  indications  from  different  parts  of  the  country 
that  we  have  a  real  problem  here. 

It  is  a  small  amount — well,  it  is  not  a  small  amoimt  of  money, 
but  $16  million,  it  might  be  a  big  amount  of  money  in  some  State 
budgets.  I  do  not  know,  if  I  thought  the  States  would  pick  it  up, 
we  might  let  them  do  it,  but  I  am  not  certain  that  they  would.  And 
I  do  not  see  any  evidence  that  they  would. 

questions  submitted  by  the  subcommittee 

I  have  a  number  of  other  questions,  but  I  will  just  have  to  submit 
those  to  you  in  writing.  Is  that  all  right.  Dr.  Leshner,  to  respond 
in  writing? 

Dr.  Goodwin.  I  would  be  happy  to  provide  answers  in  writing. 

Senator  Harkin.  OK,  thank  you  all  very  much.  Again,  thanks  for 
your  answers  on  your  prevention  activities.  I  will  review  the  record 
on  that,  and  I  may  get  back  to  you.  Dr.  Goodwin,  and  in  turn  to 
all  of  you,  about  the  prevention  programs  in  different  areas,  and 
try  to  highlight  this  a  little  bit  more  as  we  go  through  the  year. 

Dr.  Goodwin.  OK  Thank  you. 

[The  following  questions  were  not  asked  at  the  hearing,  but  were 
siJbmitted  to  the  Department  for  response  subsequent  to  the  hear- 
ing:] 
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QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

ADMS  BLOCK  GRANT  APPLICATION 

Question.     I  have  received  disturbing  reports  that  your  Agency's 
delay  in  determining  the  States'  ADMS  Block  Grant  allocations  and  in 
sending  out  Block  Grant  applications  for  several  months  into  the 
fiscal  year  caused  States  to  have  serious  cash-flow  problems  in  their 
treatment  programs.     States  couldn't  even  apply  for  funds.     Some  ran 
out  of  money  to  pay  for  substance  abuse  treatment.    When  did  States 
learn  their  FY  1991  Block  Grant  allocations,  and  when  were 
applications  for  the  funds  sent  to  States? 

Answer.     The  States  are  free  to  apply  for  the  ADMS  Block  Grant 
without  waiting  for  us  to  formally  invite  their  applications. 
Nevertheless,  we  do  typically  invite  States  to  apply.    When  the 
FY  1991  -letter  of  invitation  was  sent  on  January  22,  25  States  and 
2  Territories  had  already  applied.     That  letter  of  invitation 
included  a  schedule  showing  the  official  State  allotments;  however, 
within  two  weeks  of  receiving  our  appropriation,  we  had  shared 
tentative  allotment  information  with  State  associations  which,  in 
turn,  quickly  provided  the  information  to  the  States. 

Question.     What  was  the  reason  for  the  delay? 

Answer.     The  application  invitation  letter  is  usually  sent  out 
shortly  after  our  appropriation  is  enacted.     However,  this  year  the 
letter  was  delayed  due  to  our  desire  to  provide  an  alternative 
voluntary  application  format  for  the  States  to  use.     This  optional 
format  would  have  provided  us  and  the  Congress  with  additional 
information  regarding  State  treatment  services  and  would  also  have 
served  as  a  "dry  run"  for  development  of  State  Substance  Abuse 
Treatment  Plans.    We  published  the  alternative  format  (and  the 
existing  format)  in  the  Federal  Register  for  State  comment  on 
November  29,  and  0MB  granted  approval  on  January  19.     As  a  practical 
matter,  ADAMHA  staff  had  since  September  1990  been  reminding  States 
of  their  right  to  apply  using  the  older  format  without  invitation. 
In  fact  as  of  March  25,  we  have  awarded  43  grants,  which  is  more  than 
the  38  awarded  by  the  same  time  last  year. 

PROTECTION  AND  ADVOCACY 

Question.     Once  again,  the  President's  budget  proposes  to 
eliminate  the  Protection  and  Advocacy  program.     This  program  was 
created  because  States  were  not  offering  adequate  protection  to  the 
institutionalized  mentally  ill  population.     Is  the  number  of  P&A 
cases  still  increasing,  as  it  has  for  the  past  several  years? 

Answer.     The  number  of  cases  has  increased  over  the  past  few 
years . 

Question.  What  evidence  do  you  have  that  States  will  continue  to 
fund  the  P&As  if  federal  support  is  eliminated  as  you  propose? 

Answer.     P&As  have  become  more  incorporated  into  the  normal 

operation  of  the  States  and  while  we  have  no  direct  evidence  that  the 

States  will  take  over,  we  believe  that  it  is  the  States* 
responsibility  to  pick  this  up. 

ALCOHOL  AND  DRUG  ABUSE  TREATMENT 

Question.     Your  Department  released  a  report  last  November  on  the 
economic  costs  of  alcohol  and  drug  abuse,  which  estimates  that 
alcohol  abuse  cost  this  nation  $86  billion  in  1988,  and  drug  abuse 
cost  $58  billion.     In  1985,  the  most  recent  year  for  which  we  have 
data,  alcohol  abuse  caused  9A,768  deaths.     Drug  abuse  caused  6,118 
deaths.     In  terms  of  lost  productivity,  alcohol  abuse  cost 
$24  billion,  drug  abuse  $2.6  billion. 
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Alcohol  is  our  Nation's  number  one  drug  of  abuse  and  a  top  public 
health  problem,  yet  the  budget  proposes  not  a  single  penny  more  for 
the  ADMS  Block  Grant  than  we  provided  in  FY  1991.     Would  increasing 
excise  taxes  combat  alcohol  abuse? 

Answer.     Yes,  research  evidence  indicates  that  increases  in  excise 
taxes  on  alcoholic  beverages  can  reduce  alcohol  consumption  and  its 
adverse  consequences.     Specifically,  increases  in  excise  tax  rates 
have  been  causally  linked  with  decreased  fatality  rates  for  liver 
cirrhosis,  reductions  in  traffic  fatalities  among  young  people,  and 
reduced  quantity,  frequency,  and  prevalence  of  consumption  among 
youth.     The  public  health  benefits  of  a  specific  tax  increase  will 
depend  in  part  on  the  degree  to  which  prices  rise  as  a  result.  The 
recent  increases  in  federal  excise  taxes  are  small  in  comparison  to 
the  prices  charged  for  these  beverages.     It  is  not  yet  clear  whether 
tax  increases  of  this  size  will  have  a  significant  impact  on  alcohol- 
related  problems. 

Question.     Given  that  alcohol  abuse  is  the  most  prevalent  and 
costliest  drug  to  society,  should  the  National  Drug  Strategy  address 
the  issue? 

Answer.     The  National  Drug  Strategy  provides  a  cohesive  strategy 
for  attacking  illegal  drug  usage  including  the  use  of  alcohol  for 
those  under  the  age  of  21.     While  the  National  Drug  Strategy  does  not 
address  alcohol,  the  Department  is  committed  to  tackling  this  public 
health  problem.     All  of  the  prevention  programs  operated  by  the 
Office  of  Substance  Abuse  Prevention  within  ADAMHA  incorporate 
alcohol  as  well  as  drug  prevention.    Most  drug  abusers  are  poly-drug 
abusers  and  in  many  cases  alcohol  is  one  of  the  many  drugs  they  are 
abusing.     Through  the  Office  of  Treatment  Improvement  we  are  working 
toward  providing  comprehensive  drug  treatment  which  includes 
addressing  alcohol  atDUse. 

The  Secretary,  DHHS,  and  the  Surgeon  General  are  launching  highly 
visible  initiatives  to  increase  public  awareness  on  the  dangers  and 
costs  of  alcohol  abuse  and  dependence;  to  reduce  the  number  of 
associated  deaths,  injuries,  and  suffering;  and  to  foster  support  for 
biomedical  research  on  the  causes  and  effects  of  alcohol  abuse  and 
alcoholism,  and  clinical  research  on  the  treatment  and  prevention  of 
alcohol-related  problems.     The  Secretary's  initiative  to  reduce 
alcohol  abuse  is  centered  on  a  strong  anti-drunk  driving  campaign, 
continuing  communication  with  the  Department  of  Treasury  concerning 
the  effectiveness  of  warning  labels  on  alcoholic  beverages,  and  the 
reduction  of  alcohol  abuse  among  special  populations  such  as  high 
risk  youth,  pregnant  and  postpartum  women,  and  Native  Americans. 

The  Surgeon  General  is  leading  the  PHS  Five-Year  Strategic  Plan  to 
Reduce  Alcohol  Abuse.     The  critical  goals  are  to  overcome  public 
complacency  about  the  toll  of  alcohol  abuse  and  alcoholism;  reduce 
the  associated  morbidity  and  mortality,  especially  the  incidence  of 
Fetal  Alcohol  Syndrome;  and  increase  public  and  scientific  knowledge 
about  the  adverse  consequences  of  alcohol  abuse  through  biomedical 
and  behavioral  research  on  alcohol-related  problems. 

Question.  Is  the  $99  million  proposed  for  "capacity  expansion"  to 
be  directed  to  alcohol,  drugs,  or  both? 

Answer.     Although  the  Capacity  Expansion  Program  focuses  on 
effective  and  comprehensive  drug  abuse  treatment,  the  extensive 
overlap  of  alcohol  and  other  drug  abuse  problems  in  the  same 
individuals  dictates  that  almost  all  service  providers  address  the 
treatment  of  the  dually  diagnosed.     The  1989  National  Drug  Abuse 
Treatment  Utilization  Survey  reported  that  the  percent  of  drug 
patients  who  have  secondary  alcohol  problems  ranged  from  12  percent 
in  Maine  to  100  percent  in  Nebraska  and  Pennsylvania.  Eighteen 
States  reported  in  excess  of  45  percent  of  drug  patients  with 
secondary  alcohol  problems. 
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Question.  What  would  it  cost  to  provide  treatment  on  demand  for 
alcohol  and  other  drug  problems? 

Answer.     Significant  inroads  to  treatment  of  drug  and  alcohol 
abuse  can  only  be  achieved  through  a  partnership  between  federal  and 
State  governments,  communities  and  the  private  sector.     Since  1989,, 
the  Department's  budget  for  drug  treatment  has  nearly  doubled,  and  I 
believe  that  the  new  $99  million  Capacity  Expansion  Program  in  the 
FY  1992  budget  is  a  significant  effort  in  this  direction. 

The  FY  1992  President's  Budget  would  provide  support  for  106,474 
ADAMHA  drug  treatment  slots,  which  together  with  expected  other 
federal  and  non-federal  support  would  provide  treatment  services  for 
2.2  million  persons.     The  Administration  has  not  made  similar 
projections  for  the  number  and  cost  of  treating  persons  with  alcohol 
problems . 


ALCOHOL  AND  DRUG  ABUSE  PREVENTION 

Question.     Dr.  Goodwin,  I  recently  introduced  a  prevention  package 
of  seven  bills  designed  to  encourage  wellness  in  both  children  and 
adults.     It  seems  to  me  that,  be  using  our  dollars  wisely  today  to 
provide  prevention  and  screening  programs  to  at-risk  individuals,  we 
will  save  billions  of  treatment  dollars  tomarrow. 

ADAMHA  recently  released  a  study  of  the  costs  to  society  of 
alcohol,  drug  abuse,  and  mental  illness.     This  report  illustrates 
again  the  old  adage  the  "an  ounce  of  prevention  is  worth  a  pound  of 
cure.     The  study  estimates  the  total  economic  costs  at  over  $273 
billion  in  1988,  including  $129  billion  of  mental  illness,  $86 
billion  for  alcohol  abuse,  and  $58  billion  for  drug  abuse. 

These  really  are  alarming  figures,  especially  when  you  take  into 
account  that  mental  and  addictive  disorders  are  chronically  under- 
reported;  and  this  study  doesn't  even  include  costs  associated  with 
crack  cocaine  abuse  or  drug-exposed  babies. 

In  light  of  this.  Dr.  Goodwin,  how  can  you  justify  that  your 
budget  for  research,  treatment  and  prevention  programs  provides  the 
smallest  increase--a  mere  3.7  percent,  not  enough  to  cover  inflation- 
-to  prevention? 

Answer.     Since  the  Office  of  Substance  Abuse  Prevention  was 
created,  it  has  been  the  fastest  growing  component  of  ADAMHA.  OSAP 
has  gone  from  a  grant  program  of  just  over  $20  million  to  nearly 
$300  million.     In  addition,  there  is  a  $20  million  prevention  set- 
aside  in  the  Block  Grant;  and  also,  prevention  research  is  an 
extremely  important  component  of  the  research  inistitutes. 


PREVENTION  DEMONSTRATION  AND  YOUTH  SUICIDE 

Question.     Dr.  Leshner,  we  know  that  prevention  is  a  major 
component  of  the  NIMH  mission.     And  the  Institute  supports  research 
and  programs  that  anticipate  and  intervene  when  an  individual's 
behavior  starts  to  deviate  from  the  norm. 

^        One  of  the  Subcommittee's  key  concerns  is  the  issue  of  preventing 
1'  teenage  suicide--a  problem  that  has  become  increasingly  significant 
I   in  recent  years.     In  fact,  the  Centers  for  Disease  Control  reports 

that  the  suicide  rate  among  15-24-year-olds  has  almost  tripled  since 
{    1950.     Surely  this  steep  increase  in  the  teenage  suicide  rate  is  not 
J   simply  due  to  increased  rates  of  serious  mental  disorders  such  as 
!    schizophrenia.     What  is  the  Institute  doing  to  identify  other 

factors--what  we  often  call  "life  stressors " --that  place  young  people 

at  risk  of  attempting  suicide? 

Answer.     The  NIMH  is  doing  a  great  deal  to  identify  risk  factors 
for  suicide  and  suicidal  behavior.    Research  projects  addressing  this 
complex  issue  cut  across  a  wide  range  of  NIMH  programs.     One  thing  we 
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have  learned  is  that  most  adolescents  who  experience  "life  stressors" 
are  not  particularly  at  risk  for  suicide.     It  is  important  to 
emphasize  that  suicidal  behavior  is  not  a  normal  response  to  stress. 
Virtually  all  adolescents  and  young  adults  experience  stressful  life 
events  such  as  difficulties  in  their  relationships  with  peers, 
parents,  or  teachers.     More  than  99.9  percent  of  adolescents  do  not 
kill  themselves  because  of  stress.    Almost  all  adolescents  who  are 
suicidal  in  response  to  acute  stress  have  an  underlying  disorder. 
Studies  supported  by  NIMH  have  found  the  following  risk  factors  for 
teen  suicide: 

o  Almost  all  completed  teen  suicides  involve  a  history  of 

psychiatric  disorder,  especially  depression,  antisocial 
personality,  and  substance  abuse  disorders.     (There  has  been 
an  increase  in  depression  among  young  people  since  World 
War  II. ) 

o  A  particularly  lethal  combination  is  psychiatric  disorder, 

alcohol  or  other  drug  abuse,  and  easy  access  to  firearms. 

-0    ,       The  firearm  suicide  rate  among  young  people  more  than 

doubled  from  1982-1987,  while  the  non-firearm  rate  declined. 
This  increase  parallels  the  increased  availability  of 
firearms . 

o  Other  risk  factors  for  suicide  and  suicidal  behavior  include 

exposure  to  family  violence,  psychiatric  and  substance  abuse 
disorders  in  the  family,  and  a  family  history  of  suicide  and 
suicidal  behavior,  incarceration,  and  firearms  in  the  home. 

Question.    What  research  is  underway  on  the  most  promising  broad- 
based  or  targeted  primary  interventions? 

Answer.     The  prevention  of  youth  suicide  and  suicidal  behavior 
ultimately  rests  with  the  prevention  of  mental  disorders  such  as 
antisocial  behavior /conduct  disorder,  depression,  and  substance 
abuse;  and  the  early  identification  and  treatment  of  disorders  for 
which  effective  treatments  are  available,  especially  depression. 

NIMH  supports  a  wide  range  of  preventive  intervention  research 
projects  aimed  at  serious  behavioral  and  emotional  problems 
experienced  by  youth,  problems  that  almost  always  precede  suicide  and 
suicidal  behavior.     NIMH  Suicide  Research  Prevention  Demonstrations 
are  aimed  at  a  broad  variety  of  risk  factors  such  as  poor  coping 
strategies,  poor  problem-solving  abilities,  poor  peer  relations,  poor 
relations  with  teachers,  depression,  etc.,  especially  among  high  risk 
youth.     Leona  Eggert,  at  the  University  of  Washington,  is  studying  a 
high  school  based,  year-long  personal  growth  class  that  integrates 
peer  and  teacher  support,  life  skills  training,  and  social  network 
development.     George  Glum,  at  the  Virginia  Polytechnic  Institute  and 
State  University,  is  using  intensive  group  problem-solving  training 
for  college  students  with  persistent  suicidal  thoughts  or  behaviors. 
David  Rudd,     at  Texas  A  &  M,  is  examining  intensive,  short-term 
outpatient  treatment,  combining  psychoeducation  and  problem  solving 
components . 

Because  conduct  disorder  is  implicated  as  a  risk  factor  for 
suicide,  prevention  of  conduct  disorder  can  be  effective  in  reducing 
the  incidence  of  suicide.     Gonduct  Disorder  Research  Prevention 
Demonstrations  are  aimed  at  a  broad  variety  of  serious  behavioral 
problems . 

The  development  of  effective  treatments  for  child  and  adolescent 
mental  disorders  offers  the  promise  that  effective  treatment  may 
prevent  adverse  outcomes  such  as  suicide.     Peter  Lewinsohn,  at  the 
Oregon  Research  Institute,  is  examining  behavioral  group  treatment  of 
depressed  adolescents  and  their  parents,  comparing  two  different 
treatments.     Alan  Kazdin,  at  Yale  University,     is  comparing  several 
interventions,  alone  and  in  combination,  for  children  and  adolescents 
with  conduct  and  behavioral  disorders. 
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RURAL  MENTAL  HEALTH  RESEARCH 

Question.     This  Committee  has  provided  $25  million  for  research 
and  demonstrations  on  rural  and  Native  American  mental  health  issues 
over  the  past  two  years.     Could  you  highlight  the  portfolio  of 
research  and  demonstrations  now  underway? 

Answer.     In  FY  1990,  NIMH  supported  research  projects, 
demonstrations,  and  research  centers  on  rural  and  Native  American 
mental  health  issues.     The  research  projects  examined  service  needs 
and  efficacy,  epidemiology,  and  behavioral  and  psychological  factors 
in  mental  illness  in  rural  and  Native  American  populations.  The 
demonstrations  examined  case  management,  crisis  assistance,  and 
psychosocial  rehabilitation,  and  supported  housing  or  services  to 
dually  diagnosed  persons  (those  diagnosed  with  both  a  mental  disorder 
and  a  substance  al3use  disorder). 

Three  research  centers  include  two  stimulated  by  a  recent 
announcement.     One,  in  Iowa,  focuses  on  the  role  of  families  in  rural 
society  as  providers  of  support  for  physical  and  mental  health 
maintenance,  to  reduce  the  adverse  behavioral  and  emotional 
consequences  of  economic  stress.     The  other,  in  Arkansas,  studies 
access  to  and  effectiveness  of  services  in  rural  areas.  An 
established  center  in  Wisconsin  is  studying  the  organization  and 
financing  of  services  for  severely  mentally  ill  persons. 

The  Adolescent  Health  Program  of  the  University  of  Minnesota  will 
study  psychiatric  disorders,  substance  abuse,  and  related  services 
utilization  in  three  widely  separated,  linguistically  diverse,  and 
largely  rural  Native  American  adolescent  populations.     Dr.  Spero 
Manson,  at  the  University  of  Colorado,  will  develop  and  evaluate  an 
innovative  program  aimed  at  improving  treatment  of  depressive 
disorders  among  American  Indian  primary  care  patients. 

New  NIMH-funded  research  at  the  University  of  Wisconsin  is 
examining  how  burdens  that  rural  families  experience  in  caring  for  a 
severely  mentally  ill  member  are  lessened  or  increased  by  family 
interactions  with  different  types  of  county  public  mental  health 
systems.     This  research  is  an  outgrowth  of  a  research  center  grant 
previously  awarded  to  the  University  of  Wisconsin  for  studies  on  the 
organization,  financing,  and  delivery  of  mental  health  in  nine  rural 
Wisconsin  counties. 


OFFICE  OF  RURAL  MENTAL  HEALTH 

Question.     We  also  mandated  the  creation  of  an  Office  of  Rural 
Mental  Health  within  NIMH.     But  after  two  years,  I'm  concerned  that 
no  director  has  been  appointed  to  the  office.    When  do  you  expect 
that  position  to  be  filled? 

Answer.    We  expect  to  reopen  a  national  search  for  this  position 
this  year,  with  the  initial  advertisements  appearing  in  June.  We 
hope  to  fill  the  position  by  late  summer,  depending  on  availability 
of  the  person  selected.     The  search  conducted  in  1990  did  not  yield 
an  individual  with  appropriate  expertise  for  this  position. 

Initially,  this  office  was  located  within  the  office  of 
Dr.  Delores  Parron,  the  NIMH  Associate  Director  for  Special 
Populations,  with  Dr.  Parron  serving  as  Acting  Director  of  the  Office 
of  Rural  Mental  Health  Research.     In  the  course  of  reviewing  the 
structure  of  our  programs,  we  felt  that. a  more  beneficial  location 
for  this  coordinating  and  policy  function  would  be  within  the 
Division  of  Applied  and  Services  Research,  a  new  Division  that 
consolidates  all  of  our  research,  research  demonstration,  capacity 
development,  technical  assistance,  and  State  planning  efforts  on 
mental  health  services  delivery.     Since  these  are  areas  where  rural 
mental  health  research  will  focus  most  heavily,  we  believe  it  would 
be  best  to  locate  this  office  in  closest  proximity  to  these  programs. 


With  that  move,  which  occurred  in  February  1991,  we  also  developed 
a  plan  of  hosting  a  series  of  workshops  to  help  formulate  a  research 
agenda  to  expand  our  program  on  rural  mental  health,  and  will 
advertise  broadly  to  attract  knowledgeable  and  capable  candidates  to 
direct  this  office. 


FETAL  ALCOHOL  SYNDROME 

Question.     Doctor,  I  think  that  we  are  just  beginning  to 
understand  the  impact  that  alcohol  has  on  unborn  children.     In  fact, 
there  are  many  mentally  disabled  adults  in  residential  care  today 
whose  impairment  is  thought  to  be  caused  by  Fetal  Alcohol  Syndrome. 

The  University  of  California  at  San  Francisco  conducted  a  study  to 
get  a  handle  on  how  Fetal  Alcohol  Syndrome  affects  American 
productivity  and  quality  of  life.     They  estimate  that  the  total 
annual  cost  of  this  disease  is  approximately  $1.6  billion.  This 
includes  the  neonatal  intensive  care,  costs  of  treating  growth 
retardation,  as  well  as  care  and  support  services  for  young  people 
throughout  their  lives. 

I  don't  see  anything  in  your  request  that  specifically  addresses 
this  problem,  either  in  your  research  or  treatment  agenda.    What  is 
the  Institute  doing  to  research,  prevent  and  treat  Fetal  Alcohol 
Syndrome? 

Answer.     A  significant  part  of  NIAAA's  research  addresses  the 
issue  of  alcohol  and  pregnancy,  including  Fetal  Alcohol  Syndrome 
(FAS)  and  Fetal  Alcohol  Effects  (FAE).     It  is  the  research  supported 
by  NIAAA  that  first  led  to  the  identification  and  description  of  FAS 
in  the  1970s,  and  found  that  heavy  maternal  drinking  was  a  clear 
health  risk  to  the  infant.     NIAAA  distributed  a  health  caution  to 
every  medical  school  in  the  country  and  informed  the  public  of  the 
research  evidence. 

Our  research  in  this  area  has  grown  from  $4.5  million  in  FY  1986 
to  over  $10  million  in  FY  1990.     In  the  FY  1992  request,  FAS  research 
would  be  funded  at  a  level  of  $11.6  million.     The  goal  of  fetal 
alcohol  research  is  the  identification  of  women  at  risk  and  the 
development  of  therapeutic  interventions  leading  to  reduced  incidence 
or  even  prevention  of  the  effects.     A  wide  range  of  research  studies 
are  supported  through  investigator-initiated  research  projects  and  an 
alcohol  research  center  focused  exclusively  on  this  area.  These 
studies  include:    possible  mechanisms  for  fetal  alcohol  damage  using 
animal  models;  alcohol's  affect  on  placental  function;  genetic 
factors  of  parents  and  their  infants  that  may  contribute  to  the 
infants  susceptibility  to  FAS;   screening  instruments  to  better 
identify  women  who  are  at  high  risk  of  abuse;  and  measures  of 
development  that  predict  later  functional  impairments  in  FAS/FAE 
children. 


WOMEN  AND  SUBSTANCE  ABUSE 

Question.     Substance  abuse  is  having  a  devastating  impact  on 
American  children.     Each  year,  thousands  of  drug-addicted  women  give 
birth  to  children  who  suffer  physically  at  birth  from  drug-exposure 
and  will  go  on  to  develop  severe  emotional  and  behavioral  problems. 

The  GAO  estimates  that  100,000  to  375,000  babies  are  exposed  to 
cocaine  each  year.     It  costs  an  average  of  $5,500  to  treat  each 
infant,  compared  to  $1,400  to  care  for  a  health  baby.     And  the  GAO 
*  reports  that  this  problem  is  as  prevalent  among  privately  insured 
patients  as  those  on  public  assistance.     But  less  thrn  11  percent  of 
the  280,000  pregnant  women  who  need  substance  abuse  treatment  are 
able  to  get  it.     How  many  States  are  currently  receiving  funds 
through  OSAP's  program  for  pregnant  and  post-partum  women 
and  infants? 
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Answer.     Under  the  Pregnant  Women  and  Infants  program,  OSAP  awards 
demonstration  grant  funds  to  organizations  within  States  such  as 
State  and  local  government  agencies,  community-based  organizations, 
universities,  and  educational  Institutions.     Currently,  organizations 
in  32  States  and  the  District  of  Columbia  are  receiving  funds  under 
the  Pregnant  and  Post-Partum  Women  and  Infants  program. 

Question.     How  many  treatment  slots  are  supported  through  these 
OSAP  grants,  and  how  many  additional  slots  would  your  budget  allow  in 
FY  1992? 

Answer.     OSAP  supports  various  activities  devoted  to  the  substance 
abuse  problems  of  pregnant  women  and  their  infants.     Principal  among 
these  is  a  demonstration  grant  program  intended  to  coordinate 
services  systems  for  linking  health  promotion  and  treatment  services 
with  substance  abusing  pregnant  women  and  their  small  children.  The 
Pregnant  and  Post-Partum  Women  and  their  Infants  program  is  designed 
to  provide  a  full  continuum  of  care,  from  prevention  to  early 
intervention  to  treatment  and  rehabilitation.     Strategies  include: 
biological /physical ,  such  as  substance  abuse  treatment, 
detoxification,  and  nutrition;  obstetrical/psychological,  such  as 
prenatal  care,  treatment  for  anxiety,  depression,  and  low  self- 
esteem;  instrumental  child  care  and  transportation  to  facilitate  a 
woman's  obtaining  services;  housing;  and  informational  and 
educational . 

Unlike  the  treatment  programs  of  the  Office  for  Treatment 
Improvement,  OSAP  does  not  target  a  given  number  of  slots  for 
support.     However,  it  is  estimated  that  approximately  10,200  women 
and  their  infants  will  receive  services  under  the  demonstration 
program  by  the  end  of  FY  1991.     Funding  increases  for  FY  1992  will 
allow  for  an  estimated  1,600  additional  women  and  infants  to  receive 
these  services. 

Additional  services  are  provided  for  pregnant  women  and  their 
infants  under  the  ADMS  Block  Grant  to  the  States.    A  valid  estimate 
of  the  number  of  pregnant  women  served  through  the  Block  Grant  does 
|i  not  exist. 

Question.     How  many  applications  for  the  OSAP  women's  program  were 
approved  but  unfunded  in  FY  1991? 

Answer.    Although  only  one  of  the  two  grant  review  cycles  for 
FY  1991  has  been  completed  to  date,  estimates  based  on  grant  approval 
and  award  rates  for  the  first  FY  1991  cycle  as  well  as  those  during 
FY  1990  indicate  that  approximately  400  applications  are  expected  to 
be  received  during  FY  1991.     Approximately  172  or  44  percent  will  be 
approved,  38  applications  (22  percent)  will  be  funded,  and  134 
(78  percent)  will  remain  unfunded. 

Question.     I'm  told  that  the  most  successful  programs  of  all  are 
those  that  combine  residential  treatment  and  prenatal  care.     In  Iowa, 
for  example,  the  Iowa  Methodist  Medical  Center  teaches  mothers  to 
care  for  their  babies  during  a  short-term  treatment  program  followed 
by  at-home  care.     Programs  like  these  work,  but  they  are  scarce  and 
often  under-funded.     Would  increasing  the  ADMS  Block  Grant,  with  its 
10  percent  set-aside  for  women's  treatment  programs,  expand  every 
State's  .capacity  to  treat  pregnant  women? 

1       Answer.     Increasing  the  Clock  Grant  would  make  additional  funds 
I  available  for  women's  treatment  programs.     However,  additional  funds 
alone  will  not  add  more  capacity  for  treating  pregnant  women.  We 
have  found  that  many  States  need  program  development  guidance 
I  including  clinical  protocols,  model  staffing  patterns  and  appropriate 
facility  types,  and  other  program  standards. 

To  meet  these  needs  OTI  is  co-sponsoring  with  the  Alcohol  and  Drug 
Problems  Association  a  National  Meeting  on  Women's  Treatment  Needs  in 
Portland,  Oregon  May  5-8,  1991,  and  ensuring  that  every  State  drug 
j  authority  sends  at  least  one  staff  person. 
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Also,  recent  staff  field  work  has  made  us  aware  that  several 
States  have  not  interpreted  the  set-aside  requirement  to  require 
programs  dedicated  to  women  and  their  children  with  the  appropriate 
mix  of  services.     To  address  this  problem,  an  expanded  federal 
oversight  role  and  significant  revision  to  provisions  of  the  DHHS 
Block  Grant  Regulation  (45  CFR  Part  96)  that  cover  State's  reporting 
requirements  and  State's  interpretation  of  Block  Grant  statutes  will 
be  required.     The  regulations  are  currently  under  review  within  the 
Department  and  oversight  is  being  expanded  through  the  State  Systems 
Development  Program. 


CAPACITY  EXPANSION  PROGRAM 

Question.     With  our  Nation  continuing  to  suffer  the  effects  of 
substance  abuse,  it's  disappointing  to  see  that  the  budget  proposes 
level  funding--not  even  an  increase  to  cover  inf lation--of  the 
Alcohol,  Drug  Abuse,  and  Mental  Health  Services  Block  Grant.  The 
only  increase  proposed  for  substance  abuse  treatment  is  the 
$99  million  "capacity  expansion"  grant,  targeted  to  drug  abuse  but 
not,  it  appears,  to  combat  the  Nation's  number  one  substance  abuse 
problem,  alcohol. 

Dr.  Goodwin,  do  you  think  it  is  the  best  policy  to  target  funds  to 
drugs  only,  or  should  we  be  taking  into  account  the  fact  that  many 
addicts  use  both  drugs  and  alcohol? 

Answer.     Although  the  Capacity  Expansion  Program  focuses  on 
effective  and  comprehensive  drug  abuse  treatment,  the  extensive 
overlap  of  alcohol  and  other  drug  abuse  problems  in  the  same 
individuals  dictates  that  almost  all  service  providers  address  the 
treatment  of  the  dually  diagnosed.     The  1989  National  Drug  Abuse 
Treatment  Utilization  Survey  reported  that  the  percent  of  drug 
patients  who  have  secondary  alcohol  problems  ranged  from  12  percent 
in  Maine  to  100  percent  in  Nebraska  and  Pennsylvania.  Eighteen 
States  reported  in  excess  of  45  percent  of  drug  patients  with 
secondary  alcohol  problems. 

Question.     If  the  Committee  consents  to  provide  these  funds,  how 
would  the  Department  assure  an  equitable  distribution  of  funds 
between  urban  and  rural  areas,  where  alcohol  remains  the  primary  drug 
of  choice? 

Answer.     The  Capacity  Expansion  Program  will  assist  States  and 
communities  in  expanding  the  capacity  of  their  drug  abuse  treatment 
programs  for  specific  population  subgroups  that  are  facing  critical 
health  and  socio-economic  difficulties  as  a  result  of  their  drug 
abuse.     This  new  capacity  expansion  program  will  focus  on 
adolescents,  racial  and  ethnic  minority  populations,  and  residents  of 
public  housing  projects.     ADAMHA  is  particularly  interested  in 
funding  projects  that  address  the  population  subgroups  of  drug 
abusers  who  are  homeless,  have  a  co-occurrence  of  drug  addiction  and 
other  health  disorders,  or  are  in  a  rural  area. 

The  award  criteria  for  grants  under  the  announcement  described 
above  will  be  based,  in  part,  on  the  application's  technical  merit 
and  its  focus  on  the  program's  target  populations  and  subgroups.  In 
making  awards,  consideration  will  also  be  given  to  the  .balance  among 
target  populations.     In  this  way,  OTI  will  ensure  a  reasonable 
distribution  of  funds  to  rural  areas. 

The  CEP  grants  will  target  rural  areas,  particularly  those  where 
1)  demand  for  drug  treatment  services  exceeds  capacity,  2)  there  is  a 
high  prevalence  of  drug  abuse,  and  3)  there  is  a  high  incidence  of 
drug  related  criminal  activities.     The  smaller  towns  and  communities 
in  rural  States  that  face  these  problems  will  be  served  by  this 
program  when  they  are  included  as  sub-recipients  in  the  application 
from  the  State. 
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DRUG  ABUSE  AND  MENTAL  ILLNESS 

Question.     Dr.  Goodwin,  a  recent  editorial  in  the  Journal  of  the 
American  Medical  Association  reports  that  37  percent  of  people 
suffering  from  alcohol  abuse  are  also  diagnosed  as  having  mental 
disorders.     For  people  with  other  drug  disorders,  53  percent  are 
suffering  from  mental  illness.     This  study  suggests  that  "mental 
disorders  must  be  addressed  as  a  central  part  of  drug  abuse 
prevention  efforts  in  this  country." 

Clearly,  the  ADMS  Block  Grant  is  by  far  the  best  vehicle  the 
Institute  has  to  implement  this  kind  of  new  and  innovative  program 
focus.     Given  the  success  of  the  Block  Grant  so  far,  and  the 
possibility  it  holds  for  new  programs,  why  haven't  you  included  an 
increase  for  it  in  FY  1992? 

Answer.     The  structure  of  the  ADMS  Block  Grant  makes  it  nearly 
impossible  to  target  funding  to  specific  programs  without  a  revision 
to  the  enabling  legislation.     This  was  intentionally  built  into  the 
Block  Grant  when  it  was  established  by  the  Omnibus  Budget 
Reconciliation  Act  of  1981  so  that  the  States  would  have  greater 
flexibility  in  controlling  resources  and  addressing  service  needs 
within  the  State.     Currently,  the  ADMS  Block  Grant  funds  are 
distributed  to  the  States  by  a  complex,  congressionally-mandated 
allocation  formula  that  uses  urban  population,  age-weighted  program 
factors,  and  total  taxable  resources. 

In  lieu  of  increasing  the  ADMS  Block  Grant  in  1992,  the 
Administration  is  proposing  to  establish  a  Capacity  Expansion  Program 
that  will  continue  the  expansion  of  comprehensive  drug  abuse 
treatment  slots  as  a  means  of  closing  the  gap  between  the  need  for 
drug  treatment  services  and  current  treatment  capacity.     The  Block 
Grant  mechanism  does  not  allow  us  to  target  funds  specifically  for 
the  expansion  of  drug  abuse  treatment  capacity.    Although  the 
Capacity  Expansion  Program  focuses  on  effective  and  comprehensive 
drug  abuse  treatment,  the  extensive  overlap  of  mental  health  problems 
and  alcohol  and  other  drug  abuse  problems  in  the  same  individuals 
dictates  that  almost  all  service  providers  address  the  treatment  of 
the  co-morbid  and  the  dually  diagnosed.     The  Capacity  Expansion 
Program  will  concentrate  on  the  delivery  of  comprehensive  treatment 
services  designed  to  address  the  full  spectrum  of  a  patient's 
biological,  psychological,  and  social  needs.     It  is  expected  that  a 
substantial  number  of  patients  will  receive  services  that  address 
their  mental  health  problems  as  well  as  their  alcohol  and  drug  ^ 
abuse  problems . 


HOMELESS  MENTALLY  ILL 

Question.     Both  the  newly  authorized  Projects  for  Assistance  in 
Transition  from  Homelessness  (PATH)  and  your  own  proposed 
Consolidated  Homeless  Program  would  support  expanded  services  to 
homeless  individuals  who  suffer  from  mental  illness  and  related 
disorders.     How  will  you  assure  that  these  services,  such  as  case 
management,  housing  assistance,  and  referral  to  other  necessary 
community  services,  will  be  provided  by  the  grantees? 

Answer.     Assurances  of  compliance  with  service  guidelines  will  be 
achieved  by  a  thorough  review  of  PATH  applications,  coordinated 
technical  assistance,  and  monitoring  by  NIMH  staff.     Section  528  of 
the  PATH  legislation,   "Requirement  of  Reports  by  States", 
specifically  requires  each  State  to  submit  a  report  containing 
information  necessary  for:     (1)  securing  a  record  and  a  description 
of  the  purposes  for  which  amounts  received  under  section  521  were 
expended  during  the  preceding  fiscal  year  and  of  the  recipients  of 
such  amounts;  and  (2)  determining  whether  such  amounts  were  expended 
in  accordance  with  the  provisions  of  this  part.     The  Act  goes  on  to 
specify  that  the  Comptroller  General  in  cooperation  with  the  NIMH 
will  evaluate  these  expenditures  at  least  once  every  three  years.  In 
addition,  extensive  voluntary  reporting  guidelines  for  the  collection 
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of  detailed  information  including  services  provided  will  be  reviewed 
by  NIMH. 

The  request  for  Consolidated  Homeless  Program  applications  will 
specify  the  range  of  services,  to  include  case  management,  housing 
assistance,  and  referral  to'  other  necessary  community  services,  for 
which  funding  will  be  provided.     The  initial  review  group  will  assess 
the  scientific  merit  of  the  proposals  and  the  rationale  for  services 
provided  will  be  closely  scrutinized.     If  selected  for  funding, 
program  and  grants  management  staff  at  the  NIMH  will  provide 
oversight  on  compliance  with  the  proposal.     The  projects  will  be 
required  to  send  interim  reports  to  the  program  staff  for  review. 

Question.     The  budget  proposes  to  eliminate  the  Community  Youth 
Activity  program  in  OSAP,  part  of  which  goes  to  each  State;  but  to 
expand  the  High-Risk  Youth  program  and  other  competitively-bid 
prevention  grant  programs.     Is  every  State  likely  to  receive  funds 
under  this  change? 

Answer.     The  new  funds  available  for  the  High  Risk  Youth  programs 
as  well  as  other  competitive  grant  programs  within  OSAP  will  provide 
for  at  least  137  new  awards  to  organizations  within  States  such  as 
State  and  local  government  agencies,  community -based  organizations, 
universities,  and  educational  institutions.     Although  States  will  not 
be  receiving  these  FY  1992  funds  directly,  they  nevertheless  benefit 
through  support  of  organizations  within  the  their  States.  Currently, 
OSAP  has  over  600  grants  within  48  States,  t\ie  District  of  Columbia, 
and  Puerto  Rico. 

! 

.  GEOGRAPHIC  BALANCE  OF  OSAP  PROGRAMS 

Question.     How  will  ADAMHA  assure  geographic  dispersion  of  the 
grants  ? 

Answer.     All  grant  funding  decisions  within  OSAP  are  based  on 
award  criteria  set  forth  in  the  grant  announcements.     These  criteria 
include,  among  other  things,  geographic  distribution  which  is 
intended  to  ensure  a  reasonable  distribution  of  OSAP  programs  to 
ensure  that  OSAP  programs  reach  all  populations.  Specifically, 
within  the  Community  Partnership  program,  grants  are  funded  in  the 
following  three  categories  by  population  and  relative  rural/urban 
character:   small  communities  and/or  rural  areas;  medium  sized 
communities;  and  larger  communities.     In  addition,  the  OSAP  sponsors 
technical  assistance  grant  workshops  at  geographically  disbursed 
locations  throughout  the  U.S.  encouraging  applications  from 
organizations  located  in  all  States. 


ADMS  BLOCK  GRANT  SET-ASIDE  REPORT 

Question.     Your  Agency  requested  an  increase  in  the  Block  Grant 
set-aside  last  year  to  give  the  Office  of  Treatment  Improvement  extra 
funds  to  work  on  the  State  Systems  Development  Program,  which  will 
assess  State  treatment  programs  and  develop  a  State-by-State  data 
base  on  the  drug  abuse  problem. 

But  ADAMHA  spends  most  of  the  set-aside  funds  on  services 
research,  which  can  be  funded  through  the  Institutes.     I  think  out  of 
the  $63  million  set-aside,  you  should  be  able  to  find  a  few  million 
for  the  State  Systems  Development  Program.      We  asked  for  a  report  on 
the  SSDP  last  year,  due  January  14th. 

When  will  the  Agency's  report  on  the  set-aside  be  completed? 

Answer.     The  ADAMHA  Report  to  Congress,  "ADMS  Block  Grant  Set- 
Aside"  was  delivered  to  the  Chairman  of  the  Subcommittee  on  Labor, 
Health  and  Human  Services  and  Education  on  March  13,  1991. 

Question.    What  is  the  status  of  the  State  Systems  Development 
Program? 
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Answer.     The  Office  for  Treatment  Improvement  will  begin 
implementation  of  the  State  Systems  Development  Program    this  year. 
The  program  will  encompass:  ^  .*• 

Voluntary  State  Plans  -  25  States  participating  this  year. 

Technical  Reviews  -  20  States  enrolled  per  year,  developmental 
phase  this  year;  field  work  and  assessments  next  fiscal  year. 

Developmental  Technical  Assistance  -  20  States  enrolled  per  year; 
implementation  this  fiscal  year  with  field  work  starting  in  the 
fourth  quarter. 

State  Epidemiology  Surveys  -  20  States  enrolled  per  year;  phased 
in  this  and  next  fiscal  year. 


STATE  MENTAL  HEALTH  SYSTEMS  FOR  CHILDREN  AND  ADOLESCENTS 

Question.     In  order  to  help  States  establish  coordinated  mental 
health  systems  for  children  and  adolescents,  the  Committee  has 
supported  the  Child  and  Adolescent  Service  System  Program  (CASSP). 
There  seems  to  be  a  trend  on  the  part  of  NIMH,  however,  to  divert 
CASSP  funds  to  research  rather  than  the  services  they  are  intended 
for.     Under  your  proposed  budget,  what  funds  would  be  available  for 
basic  State  CASSP  grants? 

Answer.     The  service  system  improvement  grants  for  children  and 
adolescents  have  been  awarded  to  all  50  States.     NIMH's  FY  1991 
estimate  for  these  CASSP  grants  is  $4.9  million.     Based  on  the  same 
proportion  of  available  funds,  the  FY  1992  budget  proposal  includes 
an  estimated  $5.2  million  for  the  service  improvement  component  of 
CASSP. 

Question.    What  is  the  difference  between  the  research 
demonstrations  funded  through  this  account  and  other  services 
research? 

Answer.     In  the  area  of  mental  health  services  for  children  and 
adolescents,  both  research  demonstration  grants  and  research  project 
grants  focus  on  finding  ways  to  improve  the  organization  and 
financing  of  care,  including  access  to  appropriate  care,  and  to 
improve  the  quality  of  care,  including  effectiveness  of  services 
being  offered. 

One  fundamental  difference  is  that  research  demonstrations  offer 
the  applicant  an  opportunity  to  receive  funding  for  both  the 
intervention  and  the  research  component  used  to  study  how  well  it 
works.     By  contrast,  research  project  grants  support  only  services 
directly  related  to  the  research  component.     This  distinction  makes 
research  demonstrations  much  more  expensive,  on  average,  but  it  also 
gives  them  the  power  to  study  innovative  programs  that  in  many  cases 
could  never  be  offered  and  studied  in  any  other  way.     The  research 
demonstration  model  provides  the  opportunity  for  testing 
interventions  in  real-world  situations. 

Another  distinction  from  research  project  grants  is  that  CASSP 
research  demonstrations  are  only  available  to  State  mental  health 
authorities.     This  restriction  guarantees  that  high-priority  policy 
issues  will  be  addressed,  and  that  such  areas  as  development  of 
community-based  services  as  envisioned  in  the  State  Mental  Health 
Plan  can  be  linked  to  the  demonstration  project. 

NATIONAL  PLAN  FOR  RESEARCH  ON 
CHILD  AND  ADOLESCENT  MENTAL  DISORDERS 

Question.     In  the  FY  1991  report,  this  Committee  urged  NIMH  to 
increase  its  commitment  to  children's  mental  health  research 
significantly,  and  directed  NIMH  to  fund  at  least  three  children's 
mental  health  services  research  centers.     Please  detail  the  funds 
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dedicated  to  the  National  Plan  for  Research  on  Child  and  Adolescent 
Mental  Disorders,  and  the  specific  allocation  of  funds  for  children's 
mental  health  services  research. 

Answer.     In  FY  1991,   the  NIMH  has  dedicated  approximately 
$136.2  million  to  the  National  Plan  for  Research  on  Child  and 
Adolescent  Mental  Disorders,  an  increase  of  22.8  percent.     Of  this 
total,  the  NIMH  has  allocated  $10  million  for  children's  mental 
health  services  research? 

Question.     The  plan  for  children's  mental  health  research  says 
that  $202  million  is  necessary  to  implement  the  second  year 
objectives.     How  much  funding  is  proposed  in  your  FY  1992  budget  for 
child  mental  health  research. 

Answer.     The  President's  Budget  proposes  approximately 
$146.6  million  for  child  mental  health  research  for  FY  1992. 


PREVENTION /lOM  STUDY 

Question.     This  Subcommittee  directed  NIMH  to  contract  with  the 
Institute  of  Medicine  for  a  report  on  current  prevention  research, 
and  provided  $1  million  for  that  study.    What  is  the  status  of  that 
report?  . 

Answer.     A  contract  with  the  Institute  of  Medicine  (lOM)  will  be 
awarded  for  a  two-year  Prevention  Study  within  the  next  two  months. 
Individuals  from  lOM,  NIMH,  the  National  Prevention  Coalition,  and 
Senate  committee  staff  all  have  agreed  it  would  be  best  to  broaden 
this  study  to  include  all  aspects  of  prevention  in  the  mental  health 
arena.     Therefore,  discussions  with  key  staff  at  the  lOM  and 
pertinent  federal  agencies  (National  Institutes  of  Health,  Health 
Resources  and  Services  Administration,  Office  of  Human  Development 
Services,  Centers  for  Disease  Control,  Family  Support  Administration, 
and  Departments  of  Justice  and  Education)  with  strong  interests  in 
prevention  have  taken  place  in  the  last  few  weeks.     A  meeting 
involving  representatives  from  these  agencies  is  planned  with  an 
expectation  that  they  will  be  involved  in  this  endeavor. 


TREATMENT  IN  CRIMINAL  JUSTICE 

Question.     What  is  the  extent  of  substance  abuse  among  the 
criminal  justice  population,  and  what  is  the  availability  of 
treatment? 

Answer.     Drug  Use  Forecasting  (DUF)  data  and  sample  surveys  in  a 
number  of  jails  and  prisons  around  the  country  show,  on  average,  a 
70  percent  rate  of  substance  abuse  among  the  criminal  justice 
population.     Cocaine  use  appears  to  be  stabilizing  and  there  appears 
to  be  a  modest  decline  in  marijuana  use.     Of  the  three  million 
probationers  and  parolees,  most  experts  agree  that  70-75  percent  have 
moderate  to  severe  substance  abuse  problems.     In  general,  drug  use 
appears  to  be  stabilizing  among  the  criminal  justice  population,  but 
the  vast  majority  of  criminal  offenders  are  substance  abusers. 
Surveys  and  studies  over  the  past  two  years  reveal  the  following 
about  the  availability  of  treatment  for  criminal  justice  populations: 


Juvenile  Offenders  -  Most  juvenile  justice  agencies  conduct 
substance  abuse  assessments  and  basic  education  and  most  support 
self-help  groups  (AA/NA) .     The  majority  of  States  make  referrals  to 
community  treatment  agencies.     However,  an  American  Correctional 
Association  survey  notes  that  only  12  States  have  self-contained 
juvenile  justice  treatment  programs  within  their  institutions. 

Jails  -  The  American  Jail  Association  survey  of  1988-89  showed 
that  28  percent  (468)  of  responding  jails  had  a  substance  abuse 
treatment  program  other  than  detoxification;  18  percent  of  jails  had 
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funded  treatment  activities,  and  the  remainder  were  volunteer 
programs  (AA/NA) .  It  is  estimated  that  of  the  inmates  who  need 
treatment,  10  percent  are  receiving  some  level  of  treatment.     Of  the 
jails  providing  comprehensive  treatment,  average  costs  were  $8 /day 
per  inmate. 

State  orisons  -  A  recent  survey  shows  approximately  75  percent  of 
800,000  inmates  in  State  and  federal  institutions  are  in  need  of  drug 
treatment  services;  the  Association  of  State  Correctional 
Administrators  reports  only  22  percent  of  the  prisoner  population- is 
currently  receiving  any  level  of  treatment  services  (as  of  mid- 
1990).     The  Association  estimates,  at  an  average  cost  of  $10/day  for 
intensive  treatment,  it  would  take  nearly  $1  billion  per  year  for 
treatment  for  500,000  inmates. 

Probation/parole  clients  -  There  is  no  data  on  the  number  of 
treatment  slots  available,  but  waiting  periods  to  community  treatment 
agencies  of  30  days  up  to  six  months  are  common.     During  the  waiting 
periods,  most  offenders  receive  regular  supervision  plus  urine 
analysis.     In  some  States  very  high  percentages  of  probationers  and 
parolees  are  revoked  back  to  prison  or  jail,  often  for  substance 
abuse. 

Question.    What  kind  of  activities  are  being  supported  by  OTI's 
grants  for  model  treatment  programs  for  the  criminal  justice 
population,  both  in  and  outside  correctional  settings? 

Answer.     OTI  is  supporting  three  programs  dealing  with  criminal 
justice  populations. 

1.  Demonstration  treatment  programs  for  prison  and  jail 
populations  are  funded  under  the  Treatment  in  Correctional  Settings 
program.     In  FY  1990  six  prison  programs  were  funded,  ranging  from 
conversion  of  an  entire  prison  to  a  treatment  facility  (Alabama),  to 
a  specialized  female  treatment  program  including  a  mother/infant  unit 
(New  York) .     A  seventh  prison  program  for  co-morbid  populations 
(mental  illness  and  drug  addiction)  will  be  funded  in  the  near 
future.     In  addition,  three  model  metropolitan  jail  treatment 
projects  were  funded  in  Seattle,  Chicago,  and  Montgomery  County, 
Maryland. 

2.  In  FY  1990,  demonstration  treatment  programs  for  Non- 
Incarcerated  Criminal  Justice  Populations  were  funded  in 

10  jurisdictions.     Four  projects  involved  diversion  from  the  court  to 
mandatory  treatment,  and  six  projects  involved  intensive  treatment 
for  high  risk  probationers  and  parolees.     An  additional  eight 
projects  will  be  funded  in  the  near  future. 

3.  A  new  Adolescent /Juvenile  Justice  Treatment  Program  will  be 
announced  shortly.     This  program  will  fund  drug  treatment  for  two 
juvenile  populations:   (a)  juveniles  held  in  State  institutions,  based 
on  a  comprehensive  treatment  plan  prepared  by  the  State  Juvenile 
Services  Agency;  and  (b)  adolescents  and  juvenile  justice  populations 
that  will  receive  treatment  as  part  of  a  community  treatment  network. 
OTI  expects  to  fund  12  adolescent / juvenile  justice  demonstrations 
this  fiscal  year. 

In  summary,  OTI  expects  to  fund  about  40  demonstration  projects 
ranging  from  diversion  to  treatment  models  through  institutional  and 
community -based  treatment  services  over  two  fiscal  years.  The 
projects  cover  both  adult  and  juvenile  justice  populations. 
Treatment  modalities  range  from  outpatient  drug  free  through 
intensive  day  treatment  and  methadone  maintenance  for  non- 
incarcerated  persons,  through  a  range  of  residential  and  modified 
therapeutic  communities  for  incarcerated  persons. 

Question.  How  many  States  are  using  Block  Grant  and  related  funds 
for  services  focused  on  this  population? 
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Answer.     There  is  currently  no  systematic  data  collection  on  use 
of  ADMS  Block  Grant  funds  for  criminal  justice  populations.  The 
National  Association  of  State  Alcohol  and  Drug  Abuse  Directors  is  now 
collecting  this  data  for  the  annual  State  Alcohol  and  Drug  Abuse 
Programs  Report  (NIDA-f unded) . 

We  do  know  that  significant  percentages  of  clients  in  publicly  ' 
funded  community- based  treatment  programs  are  directly  or  indirectly 
referred  from  criminal  justice  agencies,  or  are  under  some  form  of 
correctional  supervision  (individual  agencies  report  percentages 
ranging  from  20  to  60  percent).    The  major  portion  of  institutional 
(prison/ jail )  treatment  resources  are  derived  from  the  operating 
budgets  of  corrections  agencies.     The  Criminal  Justice  Block  Grant  is 
also  a  significant  source  of  funding  in  some  States. 

We  also  know  that  there  is  a  growing  number  of  State  Alcohol  and 
Drug  Abuse  Agencies  which  are  funding  or  negotiating  Block  Grant 
projects  with  criminal  justice  agencies.     Examples  from  a  range  of 
States  include: 

Wisconsin  -  $1.5  million  is  earmarked  for  juvenile  justice 
treatment  and  $1.9  million  is  earmarked  for  adult  institutional 
treatment  services  this  fiscal  year;  treatment  programs  include 
institutions,  residential  facilities,  and  TASC  case  management. 

Illinois  -  $2.7  million  is  earmarked  for  criminal  justice 
activities;  the  largest  element  represents  TASC  ($2.4  million),  with 
other  treatment  for  work  release  and  other  Institutional  treatment. 

Colorado  -  $1.7  million  of  ADMS  Block  Grant  funds  is  earmarked  for 
6,700  criminal  justice  clients  per  year  --$530,000  for  support 
services  to  adult  institutions  (Department  of  Corrections)  and  TASC 
case  management;  $534,000  for  DUX  treatment;  and  $618,000  for 
community  based  outpatient  and  residential  treatment  (probationers 
and  parolees ) . 

Pennsylvania  -  $1.6  million  is  earmarked  for  adult  institutions 
(Department  of  Corrections);  $1.8  million  for  treatment  of  high  risk 
probationers,  including  TASC  case  management;  and  $2.7  million  for 
juvenile  justice  populations,  including  residential  treatment, 
intensive  supervision,  and  identification,  assessment  and 
consultation  for  high  risk  youths. 

Washington  State  -  $50,000  of  ADMS  Block  Grant  funds  support 
juvenile  justice  treatment;  negotiations  are  currently  under  way  for 
a  jointly  funded  project  to  convert  an  adult  institution  into  a 
treatment  center;  about  25  percent  of  community  treatment  slots  are 
filled  by  offenders  (equivalent  to  $4  million  of  Block  Grant 
activities ) . 


QUESTIONS  SUBMITTTED  BY  SENATOR  ARLEN  SPECTER 


SUCCESSFUL  DRUG  TREATMENT  AND  PREVENTION 

Question.     Dr.  Goodwin,   since  fiscal  year  1989  the  Congress  has 
appropriated  over  $5,000,000,000  to  your  agency  for  drug  abuse 
research,  demonstrations  and  services.    What  have  we  learned  from 
this  investment  concerning  successful  drug  treatment  and  prevention 
strategies? 

Answer.     The  vast  majority  of  these  studies  represent  incremental 
advances  in  our  attempt  to  more  fully  understand,  treat,  and  prevent 
drug  abuse.     The  value  of  a  drug  abuse  research  program  is  not 
whether  there  is  a  "breakthrough"  every  year  but  whether,  over  a 
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period  of  time,  the  gradual  development  of  a  base  of  knowledge  allows 
for  improvement  in  preventing  and  treating  the  disease. 

The  investment  in  research  over  the  past  twenty  years  is 
producing  returns  in  terms  of  new,  more  effective  treatments  and  our 
ability  to  respond  to  the  problems  presented  by  new  drugs  of  abuse. 
This  is  especially  true  when  we  consider  the  significant 
possibilities  now  before  us  to  develop  medications  to  prevent  and 
treat  drug  addiction  and  to  integrate  these  techniques  into 
comprehensive  therapeutic  programs.    When  these  new  medications  are 
approved  it  will  be  the  culmination  of  the  efforts  of  hundreds  of 
researchers  extending  back  in  time  and  concept  to  the  Addiction 
Research  Center  (ARC)  in  the  1930s. 

While  you  asked  about  recent  accomplishments,  these  should  be  put 
into  the  context  of  NIDA's  long  term  research  program.     Since  NIDA 
has  traditionally  supported  the  vast  majority  of  drug  abuse  research 
in  the  U.S.,  and  relatively  little  research  into  drug  abuse  goes  on 
elsewhere  in  the  world,  it  is  a  fair  statement  that  almost  all  that 
is  known  about  drug  abuse  and  addiction  has  been  derived  from 
NIDA-funded  research.     The  following  deserve  special  mention: 

Discovery  of  opiate  receptors  and  endogenous  opiate-like  peptides 
that  revolutionized  the  field  of  neuroscience  and  that  are 
leading  to  new  medications  to  treat  heroin  addiction. 

Development  of  improved  technologies  and  standards  to  detect 
illicit  drug  use  that  has  made  possible  the  Federal  drug-free 
workplace  initiative. 

Discovery  of  the  brain  mechanisms  involved  in  drug  seeking 
behavior  and  addiction  that  provide  the  scientific  basis  for 
developing  treatments  for  cocaine  addiction. 

Demonstration  of  the  addictive  nature  of  nicotine  that  has  played 
a  key  role  in  the  development  of  smoking  prevention  programs. 

Development  of  naltrexone,  a  medication  designed  to  block  the 
effects  of  narcotics  such  as  heroin,  and  development  of 
procedures  involving  clonidine  and  clonidine  combined  with 
naltrexone  for  rapid  and  effective  detoxification  from  opiates. 
Demonstration  of  the  value  of  treating  the  depression  suffered  by 
many  drug  abusers  as  a  means  to  improving  treatment  outcome. 

Development  and  evaluation  of  pharmacologic  treatment  for 
newborns  withdrawing  from  exposure  to  narcotics.     These  medical 
regimens  have  been  published  and  are  available  to  pediatricians 
and  neonatologists . 

Among  NIDA's  recent  most  significant  accomplishments  are  the 
following : 

The  Treatment  Outcome  Prospective  Study  demonstrated:     (1)  no 
differences  in  outcomes  between  methadone  maintenance, 
therapeutic  community,  drug-free  outpatient,  and  detoxification 
only,  for  those  who  stayed  in  treatment  for  less  than  90  days; 
(2)  a  significant,  linear  relationship  between  positive  post- 
treatment  outcomes  and  retention  in  treatment,  between  90  days 
and  2  years;  and  (3)  among  those  in  treatment  at  least  90  days, 
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post-treatment  outcomes  were  significantly  better  for  those  in 
methadone  maintenance,  therapeutic  community,  or  drug-free 
outpatient  treatment  than  for  those  in  detoxification-only. 

NIDA  research  has  shown  that  outreach  programs  to  people  not  in 
treatment  can  reduce  intravenous  use  of  drugs,  reduce  the  number 
of  people  who  share  needles,  reduce  unsafe  sexual  practices,  and 
increase  the  number  of  people  seeking  treatment. 

Methadone  maintenance  can  reduce  intravenous  drug  use  thereby 
reducing  a  high-risk  behavior  and  the  spread  of  HIV  infection. 
Scientists  at  the  ARC  recently  completed  a  survey  of  six  programs 
in  New  York,  Philadelphia,  and  Baltimore.     They  found  marked 
variation  in  the  effectiveness  of  the  various  programs;  however, 
overall,  71  percent  of  patients  who  remained  in  treatment  for  two 
or  more  years  stopped  Intravenous  drug  use. 

The  Methadone  Level  Study  found  that  methadone  abuse  treatment 
without  counseling  has  a  poor  efficacy,  but  adding  family  therapy 
makes  methadone  therapy  highly  effective. 

Buprenorphine  appears  to  have  significant  advantages  over 
methadone  in  terms  of  its  ability  to  block  the  effects  of  other 
opiates,  in  the  ease  with  which  patients  may  be  withdrawn,  and 
the  ability  to  safely  put  this  medication  in  long-acting 
formulation.     Over  the  17  weeks  of  the  maintenance  phase  of  the 
study,  8mg  of  buprenorphine  was  both  clinically  and  statistically 
better  than  methadone  20mg,  while  methadone  60mg  and 
buprenorphine  were  not  significantly  different. 

Naltrexone,  a  medication  developed  by  NIDA  in  cooperation  with 
the  private  sector,  blocks  the  effects  of  heroin.  Patient 
compliance  with  Naltrexone  has  not  been  very  successful.  NIDA 
has  developed  a  depot  preparation;  a  single  administration  of 
this  dosage  form  will  provide  "protection"  against  heroin  for  up 
to  thirty  days. 

Euphoria  is  thought  to  be  a  major  contributing  factor  leading  to 
the  initiation  and  maintenance  of  drug  abuse.     Investigators  at 
the  ARC  used  positron  emission  tomography  (PET)  to  determine 
which  brain  areas  are  affected  by  morphine  and  cocaine.  Morphine 
and  cocaine,  at  doses  that  produced  euphoria,  reduced  glucose 
utilization,  an  index  of  brain  function.     The  findings  Indicate 
that  a  reduction  in  cortical  activity  may  be  part  of  the 
mechanism  by  which  abused  drugs  produce  euphoria. 

Scientists  at  the  ARC  recently  identified  the  brain  sites 
responsible  for  the  seizure  producing  and  lethal  effects  of 
cocaine.     The  primary  action  of  cocaine  in  producing  seizures 
appears  to  be  that  it  increases  the  effects  of  serotonin,  a 
naturally  occurring  brain  neurotransmitter.     The  actions  of 
cocaine  which  result  in  death  are  more  complex  and  Involve 
multiple  brain  sites.    Researchers  have  identified  drugs  which, 
by  blocking  activity  at  these  same  sites,  effectively  prevent 
these  toxic  effects  of  cocaine. 

The  site  of  action  of  cocaine  in  the  brain,  has  recently  been 
identified  and  specified.     It  will  now  be  possible  to  clone  this 
protein,  specifically  determine  the  sequence  of  its  cocaine 
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binding  site  and  compare  the  structure  of  the  binding  site  to 
other  substances  that  bind  to  the  dopamine  transporter  protein 
and  block  uptake  of  dopamine.     Such  information  could  lead  to  a 
more  rapid  development  of  a  drug  that  can  interfere  with  cocaine. 

Using  PET  scanning,  the  chronic  effects  of  cocaine  administration 
have  been  identified  in  animals.     The  D-1  dopamine  receptor  site, 
where  cocaine  acts,  is  "  down-regulated"  by  chronic  cocaine 
administration.    A  D-1  blocker  could  reverse  this  effect  and 
bring  the  dopamine  system  back  towards  normal.     This  could 
possibly  alleviate  craving  for  cocaine.    Over  a  dozen  medications 
that  are  thought  to  reverse  some  of  the  effects  of  cocaine  are 
being  pursued  in  clinical  trials. 

Desipramine  was  shown  to  be  effective  in  reducing  cocaine  abuse 
in  two  studies,  amantadine  reduced  cocaine  abuse  in  methadone 
maintained  cocaine  abusers,  and  buprenorphine  reduced  both 
cocaine  and  opiate  use  compared  to  methadone. 

Random  assignment  of  cocaine  dependent  patients  to  intensive 
outpatient  programs  or  inpatient  treatment  has  shown  an  outcome 
equally  effective  for  both  treatments.    At  followup,  two-thirds 
of  treated  patients  are  cocaine-free.     Outpatient  treatment  is 
less  expensive  than  inpatient  psychiatric  care  and  this  research 
should  result  in  significant  reduction  of  treatment  costs. 

The  experimental  evaluation  of  aversion  therapy  treatment  for 
cocaine  abuse  is  producing  promising  preliminary  findings.  Some 
subjects  are  showing  clear  signs  of  developing  conditioned 
aversions  to  placebo  cocaine  products,  and  these  conditioned 
aversions  appear  to  be  exerting  some  therapeutic  real-life 
benefits  following  discharge. 

A  link  between  cocaine  self -administration  and  internal  opiate 
mechanisms  has  been  suggested.    Researchers  gave  buprenorphine, 
to  a  group  of  cocaine  trained  monkeys,  and  the  monkeys  stopped 
self -administering  cocaine.     These  results  are  being  followed  up 
with  both  human  and  animal  studies. 

After  many  years  of  research  a  receptor  for  THC,  the  active 
ingredient  in  marijuana,  has  been  isolated  and  cloned.     This  has 
important  implications  for  treatment:     knowing  the  structure  of 
the  receptor  is  the  first  step  in  designing  a  THC  antagonist  to 
block  the  effects  of  marijuana. 

Recent  studies  show  that  when  male  rats  were  exposed  to  morphine 
and  then  bred  with  drug-naive  females,  both  male  and  female 
offspring  had  abnormal  levels  of  various  hormones  in  adolescence. 
This  is  a  troubling  finding  and  suggests,  at  a  minimum,  that 
programs  addressing  the  needs  of  female  drug  abusers,  whether 
pregnant  or  not,  must  consider  the  drug  use  patterns  of  sex 
partners  in  terms  of  any  potential  pregnancy  outcome. 

Recent  studies  show  that  when  male  rats  were  exposed  to  morphine 
and  then  bred  with  drug-naive  females,  both  male  and  female 
offspring  had  abnormal  levels  of  various  hormones  in  adolescence. 
This  finding  suggests  that  programs  addressing  the  needs  of 
female  drug  abusers,  whether  pregnant  or  not,  must  consider  the 
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drug  use  patterns  of  sex  partners  in  terms  of  any  potential 
pregnancy  outcome . 

A  four-year  follow-up  from  the  Midwestern  Prevention  Program 
indicates  that  a  comprehensive,  multiple  component  prevention 
strategy  incorporating  bhe  individual,  family,  peers,  schools, 
communities,  and  the  workplace  is  reducing  the  use  of  marijuana 
and  cocaine  among  adolescents. 

Family  interventions  for  high  risk  youth  have  shown  significant 
success  rates.     Effective  strategies  including  but  are  not 
limited  to  educating  and  training  parents  to  address  drug  abuse 
issues  with  children  beginning  as  early  as  the  elementary  school 
level,  teaching  parenting  skills,  and  structuring  family 
processes  to  foster  healthy  development  and  family  interactions. 

One  of  the  most  consistent  factors  correlated  with  the  initiation 
of  drug  use  is  the  influence  of  peers.     Prevention  intervention 
specialists  have  used  this  finding  to  develop  programs  that 
utilize  the  positive  aspects  of  peer  relationships  to  reduce  the 
initiation  of  drug  use. 

High  sensation/novelty  seeking  behavior  has  consistently  been 
linked  to  drug  use  onset  and  progression.    Current  research  is 
focused  upon  design  and  testing  of  prevention  interventions 
targeted  to  high  sensation  seeking  youth.     Further  research  is 
examining  the  heritability  of  personality  traits  and  alcohol  and 
other  drug  abuse  associated  with  drug  use  risk. 

The  demonstration  programs  of  the  Office  for  Treatment 
Improvement  (OTI)  were  authorized  beginning  in  FY  1990,  and  awards 
have  been  made  and  new  programs  are  already  operational.    We  have  had 
an  external  assessment  of  the  impact  of  our  Waiting  List  Reduction 
Grant  Program;  and,  while  the  report  of  this  assessment  is  not  in 
final  form,  it  does  seem  fair  to  conclude  that  it  is  possible  by 
expanding  capacity  to  substantially  reduce  or  eliminate  the  delays  in 
entry  that  discourage  many  addicts  from  seeking  treatment.     It  also 
seems  to  be  true  that  when  addicts  find  such  delay  they  do  not  seek 
treatment  elsewhere  and,  quite  typically,  when  contacted  weeks  later 
about  entering  treatment,  a  substantial  proportion  of  the  majority 
have  lost  the  motivation  to  accept  treatment. 

The  bulk  of  OTI's  other  demonstration  and  service  projects  (e.g.; 
Target  Cities,  Critical  Populations)  will  also  be  subjected  to  depth 
study,  and  this  is  currently  being  launched.     Although  we  expect  to 
get  some  information  within  the  first  two  years,  it  will  be  at  least 
three  years  before  any  in  depth  assessment  of  these  programs  can 
be  made . 


REDUCTION  OF  DRUG  DEMAND 

Question.     In  your  professional  judgement,  should  we  be  spending 
more  on  the  "demand"  side  of  the  drug  war?     Is  the  current  1/3  demand 
reduction,  2/3  supply  reduction  strategy  appropriate? 

Answer.     In  the  early  1970s,  when  the  Federal  Government  first 
initiated  its  "balanced  approach"  with  attention  to  both  demand  side 
and  supply  side  reduction,  the  proportion  spent  on  demand  reduction 
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exceeded  that  spent  on  supply  side  efforts.     Since  the  late  1970s 
supply  side  resource  growth  has  substantially  exceeded  the  growth  of 
demand  side.     Coupled  with  growth  in  demand  for  treatment  services 
and  inflation,  many  programs  are  now  less  well  equipped  to  respond  t 
treatment  needs  than  they  were  15  years  ago.     If  demand  side 
treatment  resources  were  increased,  it  would  be  possible  to  rebuild 
the  capacity  to  deliver  more  comprehensive  services.     Such  services 
appear  to  be  significantly  more  effective  than  minimal  services  in 
returning  drug  abusers  to  productive  lives,  free  of  drug  abuse. 

Question.  Did  the  1990  National  Household  Survey  on  Drug  Abuse 
show  significant  declines  in  drug  use  among  all  sectors  of  society? 

Answer.  The  1990  National  Household  Survey  on  Drug  Abuse  provide 
estimates  of  drug  use  prevalence  for  the  civilian  and  non- 
institutionalized  population  of  the  U.S.     The  sample  size  is  large 
enough  to  permit  estimates  for  many  demographic  groups;  that  is,  by 
age,  sex,  race,  region  of  the  country,  etc.     However,  the  sample  doe 
not  include  some  segments  of  the  population  that  may  contain  a 
substantial  proportion  of  drug  users,  such  as  the  homeless,  persons 
living  in  military  installations  and  other  group  quarters,  and 
institutions  such  as  hospitals  and  jails. 

The  survey  does  cover  the  population  age  12  and  older  living  in 
households  in  the  contiguous  U.S.     The  results  are  based  on  personal 
interviews  combined  with  self -administered  answer  sheets  from  9,259 
respondents,  randomly  selected  from  the  household  population.  This 
is  the  largest  sample  ever  used  in  this  survey  and  includes  an 
oversampling  of  Blacks,  Hispanics,  young  people,  and  the  Washington, 
D.C.  metropolitan  area  enabling  us  to  make  reliable  estimates  about 
the  levels  of  drug  use  among  these  populations. 

Current  prevalence  rates  for  use  of  any  illicit  drug  among 
persons  12  years  of  age  and  older  continued  to  decrease  from 
23  million  drug  users  (12. IZ)  in  1985,  to  14.5  million  users  (7.31) 
in  1988  to  13  million  users  (6.42)  in  1990. 

The  number  of  current  cocaine  users  decreased  significantly  from 
2.9  million  (1.5Z)  in  1988  to  1.6  million  (0.82)  in  1990,  continuing 
a  previous  decline.     This  represents  a  72  percent  decrease  in  the 
number  of  current  cocaine  users  since  1985,  when  there  were  an 
estimated  5.8  million  (2.92)  current  cocaine  users. 

Three  major  age  groups  are  covered  in  this  survey:     youth  age  12 
to  17;  young  adults  age  18  to  25;  and  older  adults  age  26  and  over. 
Among  youth  (12  to  17  years  old),  15.9  percent  used  an  illicit  drug 
in  the  past  year  and  8.1  percent  used  an  illicit  drug  at  least  once 
in  the  past  month.     Comparable  rates  for  young  adults  (18-25  years 
old)  are  28.7  percent  and  14.9  percent,  respectively;  and  for  adults 
26  years  old  and  over  the  rates  are  10.0  percent  and  4.67  percent 
respectively . 

Rates  for  current  use  (past  month)  for  males  and  females  are 
7.97  percent  and  5.1  percent,  respectively.     In  addition  to  males, 
other  demographic  subgroups  with  rates  in  excess  of  the  overall  rate 
are  those  for  blacks  (8.62),  large  metro  areas  (7.32),  those  living 
in  the  West  region  (7.32),  and  the  unemployed  population  (14.02). 
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Over  4.8  million  or  8  percent  of  the  60.1  million  women 
15-A4  years  of  age  have  used  an  illicit  drug  in  the  past  month. 
Slightly  over  one-half  million  or  0.9  percent  used  cocaine  and  3.9 
million  (6.52;)  used  marijuana  in  the  past  month.     Among  18-34  year 
old  full-time  employed  Americans,  24.4  percent  used  an  illicit  drug 
in  the  past  year,  and  10.5  percent  used  an  illicit  drug  in  the  past 
month.     Of  these  full-time  workers,  9.2  percent  used  marijuana,  and 
2.1  percent  used  cocaine  in  the  past  month. 

In  summary,  for  sex,  race /ethnicity ,  and  geographic  region, 
comparisons  of  data  from  1985  to  1990  show  that  drug  use  declined  for 
all  population  groups  measured.    While  most  of  these  declines  are 
statistically  significant,  in  a  very  few  cases  they  are  not,  and 
should  in  some  cases  be  interpreted  with  caution. 

Question.     If  not,  what  steps  do  you  plan  to  take  to  bring  a 
reduction  in  drug  use  among  these  populations? 

Answer.  The  criminal  justice  populations  and  vulnerable  youth 
populations,  which  have  dropped  out  of  both  the  educational  system 
and  the  labor  pool,  are  the  sectors  that  have  shown  reductions  in 
drug  use  that  are  far  less  encouraging  than  the  reductions  seen  for 
the  general  population.  OTI  has  identified  these  populations  as  a 
priority  and  plans  to  target  progressively  more  resources  to  their 
substance  abuse  treatment  services  over  the  next  several  years. 


USE  OF  ADMS  BLOCK  GRANT 

Question.  What  does  the  Federal  Government  know  about  how  States 
are  using  the  $3.2  billion  Congress  has  appropriated  for  the  Alcohol, 
Drug  Abuse,  and  Mental  Health  Block  Grant  over  the  past  three  years? 

Answer.     Each  year  the  States  file  an  annual  report;  however, 
regulations  governing  the  block  grant  (45  CRF  Part  96)  limit  our 
ability  to:     1)  structure  the  report  and  set  common  definitions  on 
terms;  and  2)  to  describe  prevention  and  treatment  activities  funded 
under  the  program. 

To  summarize  program  activities,  it  would  be  necessary  to  conduct 
a  content  analysis  of  the  individual  State  reports.     This  is  not 
currently  possible,  due  to  differing  definitions  used  by  the  States 
in  reporting.     ADAMHA  is  attempting  to  work  with  the  grantees  to 
standardized  reporting  and  definitions  through  the  voluntary  State 
Plan  process  begun  this  year.     The  Administration  is  proposing  to 
make  these  plans  mandatory  in  FY  1992. 


1;  STATE  SYSTEMS  DEVELOPMENT  PROGRAM 

Question.  What  is  your  intention  regarding  the  full 
implementation  of  the  State  Systems  Development  Program? 

The  Office  for  Treatment  Improvement  will  begin  Implementation  of 
the  State  Systems  Development  Program  this  year.     The  program  will 
encompass : 

Voluntary  State  Plan  -  35  States  have  pledged  to  participate 
this  year . 
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Technical  Reviews  -  20  States  enrolled  per  year,  developmental 
phase  this  year;  field  work  and  assessments  next  fiscal  year. 

Developmental  Technical  Assistance  -  20  States  enrolled  per  year; 
implementation  this  fiscal  year  with  field  work  starting  in  the 
fourth  quarter. 

State  Epidemiology  Surveys  -  20  States  enrolled  per  year;  phased 
in  this  and  next  fiscal  year. 

HOMELESS  RESEARCH  DEMONSTRATION  PROGRAM 

Question.  Dr.  Goodwin,  why  have  you  proposed  eliminating  funding 
for  the  Substance  Abuse  Homeless  Demonstrations? 

Answer.     The  Homeless  Research  Demonstration  Program  for 
individuals  suffering  from  alcohol  and  other  drug  abuse  has  been 
proposed  for  elimination  in  order  to  place  all  of  ADAMHA'g  homeless 
activities  within  a  new  Consolidated  Homeless  Program.     This  new 
$20  million  program  is  intended  to  generate  research-based  knowledge 
to  assist  States  and  communities  in  better  meeting  the  comprehensive 
needs  of  homeless  individuals,  and  homeless  families  with  children. 

The  purpose  of  the  consolidation  is  to  expand  the  target 
population  by  strengthening  the  program  emphasis  on  the  growing 
subgroup  of  homeless  families  with  children,  as  well  as  the  segment 
of  the  homeless  population  with  mental  disorders  co-occurring  with 
alcohol  and/or  other  drug  disorders.     Each  of  the  new  research 
projects  will  implement  and  test  the  effectiveness  of  providing  a 
comprehensive  mix  of  mental  health,  alcohol,  and/or  other  drug  abuse 
services,  linked  to  supportive  housing  and  other  support  services  for 
homeless  individuals  and  families. 

The  program  will  provide  up  to  three  years  of  project  support  for 
research  grants  focused  on  at  least  one  of  four  subgroups  of  the 
target  population:     1)  homeless  individuals  with  severe  mental 
illnesses,  2)  homeless  individuals  with  alcohol  and/or  other  drug 
abuse  disorders,  3)  homeless  individuals  with  mental  disorders  co- 
occurring  with  alcohol  and/or  other  drug  disorders,  and  4)  homeless 
families  with  children. 

Question.  Will  the  program  grantees  which  were  approved  in 
fiscal  year  1990  receive  their  third  and  final  year  of  funding? 

Answer.     In  FY  1990,  NIMH  and  NIAAA  awarded  20  three-year 
McKinney  research  demonstration  grants.     Under  this  proposal,  ADAMHA 
would  not  support  the  3rd  and  final  year  of  funding  of  these  grants. 
Current  plans  call  for  these  grantees  to  submit  applications  for 
competitive  renewals  under  the  new  Consolidated  Homeless  Program.  If 
they  receive  competitive  priority  scores  from  a  peer  review 
committee,  they  would  then  be  given  priority  consideration  in 
subsequent  funding  decisions.     If  awarded  continuations,  these 
grantees  would  be  able  to  receive  up  to  three  years  of  additional 
Federal  support. 

Question.     How  much  would  be  necessary  to  complete  the  funding 
commitments  to  these  grantees  in  fiscal  year  1992? 
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Answer.     Continuation  costs  of  these  grants  are  estimated  to 
be  $22,000,000  at  the  fully  approved  level. 

Question.    What  is  the  purpose  of  transferring  funding  for 
homeless  demonstrations  within  ADAMHA  agencies  (from  the  National 
Institute  on  Alcoholism  and  Alcohol  Abuse  to  the  National  Institute 
on  Mental  Health)? 

Answer.    Given  the  focus  on  the  co-morbid  homeless  population,  it 
makes  sense  to  consolidate  ADAMHA* s  efforts  in  this  area.     This  is 
not  a  transfer  of  funding,  but  rather,  an  entirely  new  concept  in 
support  of  the  Administration's  homeless  policy.    A  process  is  being 
developed  that  will  allow  for  a  coordinated  program  of  policy- 
relevant  research  to  assist  program  planners  and  providers  in  better 
understanding  "what  works,  for  whom,  under  what  conditions,  and  at 
what  costs"  in  order  to  help  prevent  and  abate  homelessness  among 
homeless  individuals  and  families  with  children.     Projects  supported 
by  the  Consolidated  Homeless  Program  would  be  required  to  specify  an 
explicit  intervention  to  be  tested,  a  study  population  relevant  to 
the  initiative,  and  a  research  design  that  permits  valid  and 
generalizable  conclusions  to  be  drawn  about  the  effectiveness  of  the 
intervention. 

'  .  .  i 

POST  TRAUMATIC  STRESS  DISORDER 

Question.    Dr.  Leshner,  several  pieces  of  legislation  have  been 
introduced  recently  which  would  provide  mental  health  services  for 
post  traumatic  stress  disorder  by  military  personnel  returning  from 
the  Persian  Gulf  conflict.    What  do  we  know  about  this  disorder  and 
has  the  National  Institute  on  Mental  Health  supported  research  in 
this  area? 

Answer.     Post  Traumatic  Stress  Disorder  (PTSD)  develops  after  the 
experience  of  a  psychologically  distressing  event.     PTSD  affects  a 
large  proportion  of  battlefield  veterans  for  a  long  period  of  time 
after  they  return  home.     PTSD  veterans  suffer  from  significant 
impairment,  in  that  they  may  be  aggressive,  alienated  and  withdrawn; 
suffer  from  recurrent  thoughts  and  dreams  of  the  war;  evidence 
sensitivity  to  noise;  experience  sleep,  concentration  and  memory 
difficulties;  and  show  a  lack  of  interest  in  previously  enjoyable 
activities.     NIMH  is  funding  research  on  a  variety  of  PTSD-related 
issues. 

Among  these  is  a  study  of  alteration  in  cognitive  function, 
including  intrusive  recollections  of  the  trauma,  attempts  at 
avoidance,  amnesia,  reduced  ability  to  concentrate  and  hyper- 
alertness.    Another  focus  is  depression  suffered  by  a  large 
percentage  of  persons  with  PTSD.     The  distress  of  these  veterans  is 
not  limited  to  PTSD  symptoms;  a  wide  range  of  additional  symptoms-- 
physical,  psychiatric,  familial,  interpersonal,  and  vocational--have 
similarly  been  found  to  accompany  exposure  to  combat.     In  recent 
years  we  have  come  to  recognize  that  psychological  casualties  are 
part  of  what  we  must  expect  from  war.     This  recognition  is  beneficial 
in  that  it  permits  understanding  that  these  responses  to  battle  are 
normal,  removes  stigma,  and  improves  chances  for  recovery. 
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Several  studies  are  now  underway  to  aid  in  the  prevention  and 
treatment  of  PTSD  in  war  veterans.     One  study  compares  veterans  with 
combat-related  PTSD  and  well-adjusted  combat  veterans  and  psychiatric 
patients  diagnosed  with  major  depressive  disorder.     Researchers  are 
looking  for  changes  in  the  way  information  is  processed.  Preliminary 
data  indicates  that  the  PTSD  patients  demonstrate  problems  with  their 
ability  to  process  information.  Findings  from  this  study  will  improve 
our  understanding  of  the  way  in  which  exposure  to  trauma  impairs  the 
veteran's  ability  to  function  in  everyday  life,  and  may  serve  to 
suggest  ways  in  -which  treatment  can  be  tailored  to  the  needs  of  those 
suffering  from  the  aftereffects  of  war. 

A  recent  ''l)-^.  reorganization  has  merged  research  programs 
studying  victims  of  a  range  of  traumatic  events.     Findings  from 
studies  of  victims  of  interpersonal  violence  are  applicable  to  our 
understanding  of  treatment  of  the  effects  of  exposure  to  war.  One 
study  is  comparing  three  different  behavioral  treatments  for  victims 
suffering  from  rape-related  PTSD  and  other  psychiatric  problems. 
Results  of  this  im,portant  study  may  help  advance  the  treatment  of 
anxiety,  depression  and  PTSD  in  persons  who  experience  a  range  of 
traumatic  events. 

The  Persian  Gulf  War  has  elicited  numerous  calls  to  NIMH  from 
both  researchers  and  service  providers  interested  in  studying  and  or 
assisting  a  variety  of  potentially  at  risk  populations,  including 
combat  psychiatric  casualties,  prisoners  of  war,  victims  of 
terrorism,  children  exposed  to  extensive  media  coverage,  and  families 
with  a  loved  one  serving  in  the  war. 


ADVANCES  IN  TECHNOLOGICAL  APPLICATIONS 

Question.     Dr.  Leshner,  we  have  been  hearing  a  great  deal 
recently  about  increasingly  rapid  advances  being  made  in 
technological  applications  to  health  and  medical  research, 
particularly  in  the  area  of  neuroimaging .    Would  you  please  describe 
for  the  Subcommittee  the  implications  of  this  important  technology 
and  the  Institute's  associated  research  activity? 

Answer.     The  intricate  workings  of  the  brain  have  remained 
unknown  because  of  its  complexity  and  its  inaccessibility  within  the 
skull.     As  recently  as  ten  years  ago,   scientists  were  unable  to  view 
the  living,   functioning  human  brain.     Today,   they  have  at  their 
disposal  a  nunber  of  neuroimaging  techniques  that  make  it  possible  to 
study  brain  activity  in  living,  thinking,  behaving  subjects. 

One  of  the  powerful  imaging  techniques  is  PET--positron  emission 
tomography.     Using  PET,  neuroscientist s  can  examine  subjects  in 
various  behavioral  states--lying  still,  reading  a  book,  working  math 
problems,  listening  to  music,  moving  a  finger,  etc. --and  determine 
which  parts  of  the  brain  are  involved  in  these  tasks.     PET  is  being 
used  to  chart  brain  activity  that  occurs  only  during  childhood,  which 
may  be  tied  to  the  learning  and  recuperative  powers  of  the  young 
brain.     PET  is  also  enabling  researchers  to  compare  brain  activity  in 
healthy. and  ill  subjects,  looking  for  the  biochemical  signatures  that 
may  characterize  specific  diseases.     PET  also  allows  scientists  to 
determine  how  drugs  affect  chemical  processes  within  the  brain. 
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In  FY  1990,  the  NIMH  Intramural  Program  (IRP)  used  PET  techniques 
to  show  that:     (1)  Patients  with  panic  disorder  have  increased 
activity  in  the  right  hippocampus.     (2)  Hyperactive  adults  with 
childhood  onset  of  the  disorder  have  reduced  activity  in  the  parts  of 
the  brain  related  to  motor  function.     (3)  Treatment  of  obsessive- 
compulsive  patients  with  clomipramine  seems  to  reduce  the  higher  than 
normal  brain  activity  observed.     (4)  Adults  with  severe  developmental 
dyslexia  appear  to  have  lower  blood  flow  in  the  perisylvian  portions 
of  the  brain. 

SPECT--Single  Photon  Emission  Computed  Tomography-- is  a  method 
for  reconstructing  cross-sectional  images  of  radiotracer 
distributions.     It  is  less  expensive  than  PET  and  provides  functional 
information  useful  for  the  diagnosis  and  management  of  dementias  and 
organic  brain  disorders.     SPECT  can  be  an  accurate  diagnostic  tool 
for  patients  with  suspected  Alzheimer's  disease. 

MRI--magnetic  resonance  imaging--is  a  new  tool  in  which  a 
computer  creates  images  of  body  structures  from  magnetic  frequencies. 
MRI  images  from  autistic  children  have  shown  that  one  small  region  of 
the  cerebellum,  a  part  of  the  brain  near  the  base  of  the  skull,  is 
usually  smaller  than  in  normal  children.     The  abnormality  seems  to 
result  from  abnormal  brain  development.     The  region  affected  is  known 
to  control  many  of  the  behaviors  affected  by  autism.     These  findings 
suggest  further  studies  that  may  define  the  critical  point  in  brain 
maturation  when  some  agent,  such  as  a  toxin,  virus,  or  injury,  could 
disturb  growth  of  the  affected  region. 

In  FY  1990,  the  IRP  used  MRI  to  continue  examination  of  identical 
twins  where  one  twin  was  diagnosed  with  schizophrenia.     The  latest 
results  found  measurable  differences  in  the  size  of  the  twins' 
hippocampuses .     This  size  difference  discriminated  the  affected  from 
the  unaffected  twin  in  14  out  of  15  pairs. 

BEAM--or  brain  electrical  activity  mapping--provides  an  advanced 
form  of  the  familiar  EEC  brain  wave  measurements.     Recently,  BEAM 
provided  convincing  evidence  that  dyslexia  is  associated  with 
consistently  aberrant  electrical  activity  in  two  well-defined  regions 
of  the  cerebral  cortex.     This  finding  firmly  establishes  dyslexia  as 
a  physical  and  not  a  psychological  disorder.     In  addition,  the 
consistent  nature  of  the  electrical  abnormality  may  soon  provide  a 
means  of  identifying  dyslexic  children  at  a  young  age  and  providing 
them  with  programs  designed  to  prevent  later  school  failure. 

During  the  next  decade,  researchers  will  use  these  technologies 
to  find  structural  and  biochemical  defects  associated  with  mental 
illnesses.     These  efforts  are  designed  to  lead  to  routine  diagnostic 
tests  that  will  aid  physicians  in  treating  behavioral  disorders  in 
the  same  way  that  an  orthopaedist  uses  an  x-ray  to  diagnose  and  treat 
fractures.    Knowing  the  biochemical  abnormality  associated  with  a 
disease  will  point  researchers  towards  the  aberrant  genes  involved 
and  help  others  design  better  drug  therapies. 

NIMH  is  mounting  a  major  initiative  to  stimulate  the  use  of 
advanced  brain  imaging  techniques  in  the  study  of  mental  disorders. 
The  centerpiece  of  this  effort  will  be  the  establishment  of  a  series 
of  national  brain  imaging  centers  dedicated  to  the  study  of  mental 
illness.    A  program  announcement  has  been  released  requesting 
applications  for  Centers  for  Functional  Brain  Imaging  in  Mental 
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Disorders  with  the  purpose  of  establishing  core  resource  centers 
dedicated  to  multidisciplinary  research  using  PET  in  the  study  of  the 
etiology,  assessment,  pathophysiology,  and/or  treatment  outcome  of 
mental  disorders.     To  manage  these  and  other  activities,  the 
Institute  has  recently  created  a  Neuroimaging  and  Applied 
Neuroscience  Research  Branch. 


DECADE  OF  THE  BRAIN 

Question.     Dr.  Leshner,  would  you  please  give  us  an  update  on  the 
most  recent  developments  in  the  implementation  of  the  Decade  of  the 
Brain? 

Answer.    NIMH  is  continuing  to  implement  the  Decade  of  the  Brain 
strategic  plan,  Approaching  the  21st  Century t     Opportunities  for  NIMH 
Neuroscience  Research.    Advances  in  brain  science  have  provided  new 
insights  in  understanding  and  treatment  of  mental  disorders.  NIMH's 
expanded  research  and  leadership  efforts  are  encouraging  scientists 
and  informing  the  public  of  the  opportunities  for  progress. 

Neuroscience  Research  Initiatives.  Mechanisms,  and  Programs.  The 
National  Program  in  Molecular  Genetics  of  Mental  Disorders  has 
several  goals.     The  first  is  to  find  the  genes  responsible  for 
producing  vulnerability  to  major  mental  disorders  such  as 
schizophrenia,  manic-depressive  disorder,  and  Alzheimer's  disease. 
Diagnostic  Centers  for  Psychiatric  Linkage  are  gathering  clinical  and 
pedigree  information  and  blood  samples  from  families  with  severe 
mental  disorders.     This  initiative  also  includes  a  National  Pedigree 
Research  Service  to  provide  technical  assistance  and  financial 
support  to  scientists  for  the  study  of  large  families  with  many  ill 
members.     Coordination  of  the  diagnosis  of  patients  and  their  family 
members  will  allow  creation  of  a  National  Cell  Repository /Gene  Bank 
providing  a  research  resource  of  cell  lines  and  genetic  material. 

NIMH  has  mounted  a  major  initiative,  the  Brain  Imaging  Center 
Program,  to  expand  the  use  of  advanced  physical  brain  imaging 
techniques  in  the  study  of  mental  disorders.     The  centerpiece  of  this 
effort  will  be  the  establishment  of  a  series  of  national  functional 
brain  imaging  centers  dedicated  to  the  study  of  mental  illness. 

A  new  program  of  research  in  cognitive  and  behavioral 
neurosciences  will  be  significantly  expanded  in  1991.     The  systematic 
study  of  normal  cognitive  processes  and  disturbances  are  vital  for 
understanding  mental  disorders  characterized  by  hallucinations, 
delusion,  misperceptions ,  thought  disorders,  obsessions  and 
compulsions.     Information  processing  studies,  neuropsychology,  and 
brain  imaging  also  contribute  to  this  research.     Based  upon  a 
favorable  report  from  the  NAS/IOM,  NIMH  is  prepared  to  initiate 
activities  in  1991  to  begin  establishment  of  The  Human  Brain  Project, 
a  centrally  located  computerized  set  of  databases  of  all  knowledge  of 
the  brain  in  an  interactive  textual  and  graphic  format. 

Development  of  new  therapeutic  medications  has  become  a  realistic 
goal  with  the  discovery  of  specific  chemical  receptors  in  the  brain, 
and  this  holds  unprecedented  promise  for  relieving  misery  and 
disability.     NIMH  is  playing  a  major  role  in  ADAMHA-wide  medication 
development  initiative.     Contracts  have  been  initiated  to  screen  the 
impact  of  natural  and  synthetic  chemicals.    A  chemical  synthesis 
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program  will  provide  commercially  unavailable  compounds  to 
researchers  while  investigators  will  also  study  known  products  for 
their  efficacy  in  unusual  applications. 

« 

The  Centers  for  Basic  Neuroscience  Research  program  promotes  the 
integration  of  basic  and  clinical  neuroscience  strategies  for 
studying  schizophrenia  and  other  severe  mental  disorders.  This 
program  was  announced  to  the  field  in  1990.    NIMH  received  a  strong 
response  and  currently  has  10  applications  under  review. 

National  Leadership  and  Information  Dissemination.      NIMH  and  the 
NAS/IOM  held  a  2-day  International  Neuroscience  Symposium  to 
highlight  1990  as  the  beginning  of  the  Decade  of  the  Brain.  Renowned 
brain  scientists,  other  prominent  scientists,  members  of  the 
Administration  and  Congress,  and  the  public  were  invited  to  this 
commemorative  symposium.     The  presentations  will  be  published  as  the 
Decade  of  the  Brain  commemorative  monograph. 

NIMH  will  co-sponsor  with  the  Fidia  Research  Foundation  a  second 
symposium,   "The  Centennial  of  the  Neuron,"  to  be  held  at  the  National 
Academy  of  Sciences  Great  Hall  in  Washington,  D.C.  on  June  23-25, 
1991.     This  meeting  will  feature  presentations  by  an  outstanding 
international  roster  of  neuroscientists  who  have  made  seminal 
contributions  to  our  understanding  of  the  neuron  and  its  functions. 
Major  topical  areas  include  advances  in  developmental  neurobiology; 
signaling  in  neuronal  function;  neurotransmitter  biosynthesis  and 
function;  and  regulation  and  pharmacology  of  transmitter  receptors. 

In  collaboration  with  with  the  Library  of  Congress,  NIMH  is 
sponsoring  the  Decade  of  the  Brain  Lecture  Series  for  the  general 
public  and  the  Congress  on  scientific,  philosophical,  ethical,  and 
policy  issues  related  to  brain  research.     The  first  of  these 
meetings,   to  be  held  on  July  2A ,  1991,  will  include  three 
presentations  that  focus,  respectively,  on  brain  Imaging,  on  how  the 
brain  generates  mind,  and  on  current  cutting-edge  concepts  in 
neurobiology,  computer  science,  and  human  cognition.     The  first 
public  lecture  in  this  series  is  scheduled  to  be  held  in  the  Fall, 
and  in  March  1992  a  major  symposium  is  planned  on  ethical 
implications  of  neuroscience  research. 


QUESTIONS  SUBMITTTED  BY  SENATOR  WARREN  RUDMAN 

ADMS  BLOCK  GRANT  APPLICATION 

Question.     I  was  recently  visited  by  representatives  of  New 
Hampshire's  Alcohol  and  Drug  Abuse  Prevention  program  who  raised 
concerns  over  the  amount  of  time  necessary  to  gather  information  and 
prepare  a  block  grant  application.     The  "Notification  to  Respondent 
of  Estimated  Burden"  provided  by  ADAMHA  as  part  of  the  Block  Grant 
guidelines  (copy  attached)  estimates  the  information  collection 
requirement  to  average  400  hours  per  application.     This  is  a 
tremendous  burden,  both  in  terms  of  manpower  and  cost  for  a  small 
State  like  New  Hampshire;  400  hours  means  that  it  will  take  one 
individual  ten  40-hour  weeks  to  simply  apply  for  federal  block  grant 
funding . 

What  is  ADAMHA  doing  to  reduce  this  paperwork  burden  and  minimize 
the  amount  of  time  necessary  to  complete  a  grant  application? 
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Answer.     The  400  hour  estimate  represents  an  average  of  all 
reporting  units  consisting  of  awards  from  $59  thousand  to 
$151  million.     Because  the  reporting  requirements  are  intended  to 
establish  how  the  State  spent  their  award  and  what  their  treatment 
needs  are,  the  actual  report  preparation  time  will  vary  in  direct 
proportion  to  the  size  of  each  State's  award.     New  Hampshire, 
receiving  a  smaller  award,  should  expect  to  spend  considerably  less 
time  on  the  report.     Costs  associated  with  this  paperwork  burden  are 
supported  by  the  administrative  cost  allowance  in  the  ADMS  block 
grant. 

We  are  sensitive  to  reducing  the  reporting  requirements  and  have 
taken  or  shall  be  taking  the  following  steps:     setting  page  limits  on 
all  narratives  and  rearranging  the  voluntary  State  Plan  to  offset 
major  requirements  of  the  annual  report. 

Question.  Can  information  collection  requirements  imposed  by 
ADAMHA  on  the  States  be  reduced  administratively  or  are  they  the 
result  of  legislative  mandate? 

Answer.     The  information  collection  requirements  could  be 
administratively  reduced  by  ADAMHA;  however,  prudent  Federal 
management  of  the  ADMS  Block  Grant  dictates  that  a  minimal  data  set 
on  State's  activities  and  plans  be  compiled.     The  voluntary  combined 
State  Application  and  Plan,  in  the  main,  focuses  on  the  compliance 
issues  of  Section  1916  of  the  Public  Health  Service  Act,  and  the 
responsibilities  of  the  Secretary  in  Sections  1917  and  1918.  In 
addition,   the  data  are  necessary  for  the  DHHS  to  be  in  compliance 
with  the  Federal  Financial  Manager  Integrity  Act. 

The  data  being  collected  from  the  States  describe  how  the  money 
was  spent  and  how  many  people  are  in  need  of  services  supported  by 
the  Block  Grant.     Our  failure  to  have  had  this  most  basic  information 
the  past  has  led  to  wide  criticism  from  Congress,  GAO,  and  the  DHHS 
Inspector  General. 

Question.     Last  year,  New  Hampshire  Alcohol  and  Drug  Abuse 
completed  nine  different  needs  assessment  surveys  on  training  which 
were  generated  by  the  Office  of  Substance  Abuse  and  Prevention.  Many 
of  these  surveys  requested  the  same  basic  information  but  they  were 
prepared  by  the  different  contractors  and  used  somewhat  different 
formats . 

States  are  being  urged  to  collaborate  and  cooperate;  yet  it 
appears  this  message  is  not  being  followed  at  the  federal  level. 
What  can  ADAMHA  do  to  reduce  overlap  and  the  collection  of 
duplicative  information  being  requested  of  our  State  programs? 

Answer.     In  developing  and  implementing  a  fully  comprehensive 
training  program,  OSAP  has  undertaken  a  large,  global  needs 
assessment  survey  intended  to  assess  the  training  needs  for  a  variety 
of  interrelated  though  diverse  populations  such  as  health 
professionals,  allied  health  professionals,  preventionists ,  social 
workers,  community  coalition  members,  parents,  and  others.  Because 
of  the  distinctness  of  each  of  these  populations,  it  has  been 
necessary  for  OSAP  contractors  to  query  States  for  information 
specific  to  the  populations  each  OSAP  initiative  is  intended  to 
address.     While  this  may  appear  as  multiple  requests  to  the  States, 
all  inquiries  are,  in  fact,  part  of  a  larger  needs  assessment  survey. 
Effort  is  made  within  OSAP  to  share  information  among  the  program 
initiatives  in  order  to  limit  the  burden  placed  on  the  States  for 
information. 


NIMH  NATIONAL  PLANS 

Question.     The  National  Advisory  Mental  Health  Council  will 
shortly  release  a  report  on  a  National  Plan  of  Research  to  Improve 
Care  for  Severe  Mental  Disorders.     Can  you  provide  a  preview  of  the 
recommendations  contained  in  this  plan? 
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Answer.    We  are  very  excited  about  the  promise  of  the  new  research 
field  developed  in  this  plan.     With  the  help  of  three  panels  of 
experts,  and  many  consultants  throughout  the  Nation,  this  Council 
Report  has  formulated  recommendations  that  lay  the  basis  for  a  new 
effort  to  bring  the  full  power  of  scientific  research  to  the  quest 
for  improved  services  for  the  millions  of  people  with  severe, 
persistent,  disabling  mental  disorders.     Specific  focuses  of  the  plan 
are : 

Improving  quality  of  care.    Research  is  needed  on  methods  to: 
(a)  improve  diagnosis  and  assessment  of  rehabilitation  potential  for 
mentally  ill  individuals;   (b)  apply  treatment  and  rehabilitation  in 
the  most  effective  ways  in  daily  clinical  settings;  and  (c)  assure 
that  state-of-the-art  diagnosis  and  treatment  is  available  to 
everyone  who  needs  mental  health  services.     Special  emphasis  is 
placed  on  how  best  to  combine  medication,  psychosocial  treatments, 
and  rehabilitation  methods  into  effective  treatment  plans  for  each 
individual,  that  are  consistent  with  consumer  and  family  goals  while 
accounting  for  variations  in  culture  and  personal  characteristics. 
Investigators  must  develop  measures  of  outcome  that  do  justice  to  the 
full  range  of  desired  effects,  from  clinical  and  rehabilitation  goals 
to  the  fundamental  question  of  improving  the  quality  of  life  for 
people  with  these  disorders. 

Improving  organization  and  financing  of  services.     Public  mental 
health  and  other  necessary  services  may  be  delivered  through  a 
confusing  maze  of  bureaucracies.     Finding  ways  to  deliver 
comprehensive,  community -based  services  in  an  efficient,  equitable 
way,  to  guarantee  access  to  all  who  need  them  with  proper  concern  for 
dignity  and  personal  needs  and  desires,  is  a  challenge.     Finding  ways 
to  provide  the  needed  services  economically,  assuring  that  money 
invested  is  well  spent,  and  providing  adequate  financing,  is  another. 
The  proper  role  of  the  judicial  and  correctional  system  in  providing 
care  to  mentally  ill  offenders  and  the  best  uses  of  coercive 
treatments,  such  as  outpatient  services,  are  specific  areas  of 
interest  in  the  law  and  mental  health.     Strategies  for  overcoming  the 
terrible  stigma  accompanying  these  disorders  also  need  to  be  tested 
and  applied. 

Identifying  research  strategies  and  issues.     The  Report  has 
identified  a  number  of  ways  that  research  capacity  can  be  developed, 
including  efforts  to  increase  research  training.     One  important  need 
is  to  enhance  the  use  of  research  demonstrations,  especially 
controlled,  multi-site  demonstration  projects  such  as  are  used  in 
other  fields  of  health  care.     Another  area  of  the  highest  priority  is 
to  find  better  ways  to  apply  the  results  of  research,  and  we  are 
establishing  a  Task  Force  on  Knowledge  Exchange  to  conduct  this 
effort. 

Question.  Please  provide  an  update  on  your  implementation  of  the 
National  Plan  for  Research  on  Child  and  Adolescent  Mental  Disorders. 

Answer.     Specific  action  steps  are  being  taken  for  the 
implementation  of  the  National  Plan.     In  order  to  more  accurately 
determine  the  incidence,  prevalence,  and  range  of  child  and 
adolescent  mental  disorders,  a  multisite  methodologic  study  is  in 
progress  that  is  providing  information  on  how  best  to  implement  a 
nation-wide  epidemiologic  survey.     Information  from  this  current 
study  will  form  the  basis  of  a  much  larger,  developmental 
epidemiologic  survey  of  child  and  adolescent  mental  disorders, 
envisioned  to  begin  in  1994.     NIMH  has  also  begun  steps  to  initiate  a 
multicenter  collaborative  treatment  study  of  disruptive  behavior 
disorders  and  attention  deficit  hyperactivity  disorder,  one  of  the 
most  common  and  disabling  childhood  mental  disorders.  The 
determination  of  effective  treatments  and  service  systems  for  these 
children  and  adolescents  will  have  important  longer-term  effects  for 
a  substantial  portion  of  children  who  are  under-,  ineffectively,  or 
untreated  and  who  may  go  on  to  develop  significant  problems  with 
substance  abuse,  delinquency,  or  adult  vocational  disability. 


585 


NIMH  is  currently  preparing  to  release  a  major  new  Program 
Announcement  to  coordinate  and  link  efforts  to  develop  the  child  and 
adolescent  disorders  research  areas  entitled,  Implementation  of  the 
National  Plan  for  Research  on  Child  and  Adolescent  Mental  Disorders. 
Additional  activities  in  this  coming  year  include  a  workshop  to  teach 
young  or  prospective  investigators  how  to  submit  grants,  a  meeting  of 
journal  editors  who  impact  on  this  field,  and  a  conference  co- 
sponsored  with  other  Federal  funding  agencies  and  private  foundations 
to  stimulate  cooperation  between  Federal  and  private  sources  of 
funding. 

Question.     How  do  these  two  new  research  plans  interface  with  the 
your  ongoing  blueprints  for  the  Decade  of  the  Brain  and  Schizophrenia 
research? 

Answer.     These  two  new  research  plans  interface  in  numerous  ways 
with  The  National  Plan  for  Research  on  Schizophrenia  and  the  Brain 
(combining  the  Decade  of  the  Brain  and  Schizophrenia  Plans)  and  The 
National  Plan  for  Child  and  Adolescent  Mental  Disorders.  These 
initiatives  complement  one  another  and  take  advantage  of  the  process 
and  content  involved  in  the  development  of  each. 

The  interface  of  the  child  and  adolescent  research  blueprint  and 
the  Decade  of  the  Brain  plan  is  significant  because  the  Decade  of  the 
Brain  plan  includes  no  specific  plans  for  research  on  development  and 
maturation  of  the  brain,  studies  which  may  lead  to  the  understanding 
of  the  etiology  of  mental  illnesses  in  the  early  period  of  life. 
Research  on  the  complex  origins  of  child  and  adolescent  mental 
disorders--particularly  studies  focusing  on  developmental 
neurobiology  and  the  genetic  control  of  nervous  system  development-- 
is  likely  to  clarify  the  biological  foundations  of  many  mental 
disorders  that  primarily  affect  adults,  including  schizophrenia. 
Efforts  at  early  detection  and  treatment  of  psychopathology  in  young 
children,  especially  through  longitudinal  studies,  may  reveal  risk 
factors  for  and  predictors  of  disorders  such  as  schizophrenia  prior 
to  the  onset  of  clinical  illness. 

Conversely,  research  focused  on  the  neuroscience  of  mental 
disorders  has  practical  application  for  disorders  affecting  all  ages 
and  understanding  the  causes  and  treatment  of  disorders  found 
primarily  among  adults  will  provide  invaluable  fundamental  insights, 
technological  advances,  and  treatment  approaches  that  can  be  applied 
to  research  and  clinical  care  with  younger  populations.     Thus,  we 
expect  these  major  NIMH  research  initiatives  to  have  synergistic 
effects  in  attracting  talented  researchers  to  the  mental  health  field 
and  in  stimulating  new  ways  to  understand  and  overcome  mental 
disorders  in  people  of  all  ages. 

Improvement  in  services  for  the  severely  mentally  ill  may  be 
dependent  on  new  findings  in  basic  or  clinic  research.  Basic 
research  interacts  directly  with  clinical  research  and  vice  versa. 
The  indirect  impact  of  the  Decade  of  Brain  plan  and  the  Child  and 
Adolescent  Plan  on  the  service  plan  is  through  clinical  research 
findings,  based  on  basic  research  findings  translated  into  better 
treatment  for  mental  illnesses.    Although  The  National  Plan  of 
Research  to  Improve  Care  for  Severe  Mental  Disorders  was  developed  as 
a  direct  extension  of  the  National  Plan  for  Schizophrenia  Research, 
the  research  results  and  services  improvements  it  promises  will  also 
be  applied  to  children  and  adolescents  where  appropriate.  The 
National  Advisory  Mental  Health  Council  systematically  reviewed  the 
state  of  knowledge  and  formulated  recommendations  to  build  the 
services  research  field.     The  recommendations  of  The  National  Plan  of 
Research  to  Improve  Care  for  Severe  Mental  Disorders  will  build  on 
the  base  of  research  in  basic  and  clinical  research  laid  out  in  the 
earlier  plans,  and  extend  them  in  the  area  of  finding  better  ways  to 
deliver  needed  mental  health  services. 
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BUDGET  REQUEST 

Senator  Harkin.  Our  next  witness  is  Dr.  Robert  Harmon,  the 
Administrator  of  the  Health  Resources  and  Services  Administra- 
;  tion. 

Dr.  Harmon  makes  his  second  appearance  before  the  sub- 
committee today  to  testify  on  the  budget  proposal  for  HRSA  in  fis- 
cal year  1992.  The  administration  requested  $2,025  billion  for 
HRSA  programs,  about  $72  million  less  than  in  fiscal  year  1991. 
The  budget  includes  some  funding  increases  for  essential  priorities 
such  as  reducing  infant  mortality.  However,  no  funds  or  major  cuts 
are  proposed  for  other  important  priorities  such  as  training  doctors, 
nurses,  and  other  health  professionals. 

AIDS  programs  would  be  level-funded  in  fiscal  year  1992.  This 
is  disturbing,  giving  that  AIDS  cases  continue  to  mount,  as  does 
the  evidence  that  early  intervention  and  treatment  is  critical.  I  am 
concerned  that  all  the  funds  proposed  for  the  healthy  start  infant 
mortality  initiative  in  fiscal  year  1991,  and  some  from  fiscal  year 
'  1992,  would  come  from  other  maternal  and  child  health  programs. 
As  I  said  earlier  today,  I  simply  cannot  support  that. 

It  is  equally  troubling  to  note  that  only  some  major  urban  areas 
appear  to  merit  the  attention,  while  no  nmds  are  proposed  for  the 
rural  health  outreach  grants  program  to  assure  a  healthy  start  to 
Americans  living  in  the  smaller  commimities  and  Aiore  rural  areas 
of  America. 

i      I  believe  we  need  to  take  a  comprehensive,  national  approach  to 
j  reducing  infant  mortality,  and  Dr.  Harmon,  I  want  to  hear  your 
view  of  now  we  might  best  accomplish  that  goal.  Certainly  the  Pub- 
lic Health  Service  has  been  in  the  forefront  of  this  effort,  and  you 
know  that  better  than  I  do. 
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So,  Dr.  Harmon,  we  are  looking  forward  to  your  testimony.  Your 
testimony  will  be  made  a  part  of  the  record  in  its  entirety,  and 
please  provide  as  you  so  desire. 

SUMMARY  STATEMENT 

Dr.  Harmon.  Thank  you  very  much,  Senator  Harkin. 

I  would  like  to  introduce  the  people  up  here  at  the  table  with  me. 
On  my  far  right  is  Dennis  Williams,  Deputy  Assistant  Secretary  for 
Budget  in  the  Office  of  the  Secretary. 

Next  to  him  is  Dr.  Stephen  Bowen,  the  new  Director  of  our  Bu- 
reau of  Health  Resources  Development.  To  my  right  is  Dr.  Jim 
Walsh,  who  is  the  Associate  Administrator  for  Operations  and 
Management.  On  my  left  is  Dr.  Marilyn  Gaston,  the  new  Director 
of  our  Bureau  of  Health  Care  Delivery  and  Assistance.  On  her  left 
is  Dr.  Vince  Hutchins,  Acting  Director,  Maternal  and  Child  Health 
Bureau.  And  on  my  far  left.  Dr.  Fitzhugh  Mullan,  who  is  the  Direc- 
tor of  our  Bureau  of  Health  Professions. 

Mr.  Chairman,  our  fiscal  year  1992  budget  for  HRSA  continues 
the  agency's  important  role  in  providing  health  care  and  profes- 
sional training  for  the  underserved,  disadvantaged,  and  minorities. 
This  budget  of  over  $2  billion  will  meet  our  commitments  through 
commimity  and  migrant  health  centers,  the  MCH  block  grant, 
treatment  programs  for  persons  with  HIV  and  AIDS,  black  lung, 
Hansen's  disease,  support  for  health  professions  students  and  insti- 
tutions, and  a  wide  variety  of  other  activities  dealing  with  organ 
transplantation,  vaccine  injury  compensation,  health  care  for  the 
homeless,  and  the  healthy  start  infant  mortality  initiative. 

There  are  several  major  new  or  expanded  activities  in  our  1992 
budget,  among  which  we  are  seeking  to  reduce  the  infant  mortality 
rate  in  this  country,  which  remains  far  too  high,  especially  among 
minority  populations. 

Over  40,000  American  babies  die  every  year  before  their  first 
birthday.  To  address  this  problem,  our  request  includes  a  total  of 
$171  million  for  high  infant  mortality  areas,  to  be  devoted  to  ag- 

fressive  outreach  and  counseling  of  pregnant  women,  to  be  followed 
y  intervention  services,  such  as  smoking  cessation,  drug  and  alco- 
hol abuse  treatment,  nutritional  assistance,  and  quality  prenatal 
care,  to  achieve  improved  pregnancy  outcomes. 

Through  these  services  anof  utilizing  the  recent  Medicaid  expan- 
sions, our  goal  is  to  reduce  the  infant  mortality  rate  by  50  percent 
in  these  areas  over  5  years. 

We  are  also  seeking  an  increase  of  $5  million  for  the  National 
Health  Service  Corps  [NHSC]  recruitment  program.  This  will  con- 
tinue our  revitalization  of  the  NHSC,  provicnng  primary  health 
care  practitioners  in  urban  and  rural  areas  of  need. 

We  are  seeking  $88  million  to  continue  the  minority  health  pro- 
grams authorized  in  the  Disadvantaged  Minority  Health  Improve- 
ment Act  of  1990.  These  activities  are  designed  to  increase  the 
number  of  minority  health  professionals,  and  to  reduce  the  health 
disparities  between  minorities  and  nonminorities. 

We  are  seeking  $554  million  to  maintain  the  MCH  block  grant. 
In  fiscal  year  1992,  $9  million  of  the  special  projects  of  regional  and 
national  significance  will  be  directed  to  the  communities  in  the 
healthy  start  initiative. 
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Also,  to  continue  our  strong  involvement  in  fighting  the  HIV  and 
AIDS  epidemic  with  programs  authorized  under  the  Ryan  White 
Care  Act  of  1990,  this  1992  budget  continues  those  programs, 
which  have  been  successfully  initiated  in  fiscal  year  1991,  including 
$88  million  for  HIV  emergency  relief  grants  to  high-incidence 
metro  areas;  $88  million  for  HIV  care  grants  to  States  lor  the  deliv- 
ery of  HIV  services;  and  $45  million  for  early  intervention  service 
grants  to  entities  that  provide  primary  care  to  populations  at  high 
risk. 

PREPARED  STATEMENT 

Other  HRSA  AIDS  programs  will  be  continued  at  fiscal  year 
1991  levels.  So  in  fiscal  year  1992,  HRSA  will  continue  to  work 
closely  with  other  Federal  agencies,  the  States,  localities,  and  the 
private  sector  to  help  the  disadvantaged.  I  believe  the  budget  we 
are  presenting  to  you  will  enable  us  to  take  advantage  of  opportu- 
nities and  meet  our  challenges. 

Mr.  Chairman,  I  will  be  pleased  to  address  any  comments  or 
questions  you  may  have. 

[The  statement  follows:] 
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STATEMENT  OF  DR.  ROBERT  G.  HARMON 

Mr.  Chairman  and  Members  of  the  Committee: 

I  am  pleased  to  appear  before  you  today  to  discuss  the  fiscal  year 
(FY)  1992  budget  request  for  the  Health  Resources  and  Services 
Administration  (HRSA) . 

HRSA's  clients  are  the  disadvantaged,  the  underserved,  minorities, 
poor  mothers  and  children,  the  homeless,  migrant  workers.     We  also 
serve  health  professions  students,  persons  with  AIDS  and  HIV 
infection,  those  in  need  of  organ  transplants,  those  who  are  too 
sick  to  leave  their  homes. 

HRSA  programs  are  very  diverse.  They: 
o         combat  infant  mortality; 

o         provide  health  services  to  the  underserved; 

o         support  community,  migrant,  and  homeless  health  centers 

o         improve  the  training,  supply,  distribution, 

and  quality  of  the  Nation's  health  professionals; 
o         support  health  facilities  improvements;  and 
o  help  care  for  persons  with  HIV  and  AIDS 

Since  HRSA's  inception  in  1982,   its  mission  has  continued  to  rapidly 
adapt  to  a  changing  environment.     While  our  agency  has  continued  to 
focus  on  assuring  primary  health  care  seirvices  to  the  underserved  it 
has  developed  new  and  innovative  approaches  to  providing  that  care. 
At  the  same  time,  HRSA  has  accepted  responsibility  for  new  programs 
to  meet  pressing  public  health  needs. 

In  FY  1992,  we  are  requesting  over  $2  billion  and  1,430  full-time- 
equivalent  positions.     Our  partners  in  this  effort  are  State  and 
local  health  departments,  universities,  private  non-profit 
organizations,  and  many  other  participants  in  our  nation's  public 
health  system. 

Project  Healthy  Start 

The  infant  mortality  rate  in  this  country  remains  far  too  high, 
especially  among  minorities.     Currently,  40,000  American  babies  die 
every  year  before  their  first  birthday.     To  address  this  problem, 
our  request  includes  a  total  of  $171  million  for  high  incidence 
areas  to  be  devoted  to  aggressive  outreach  and  counselling  of 
pregnant  women  to  be  followed  by  intervention  services  -  smoking 
cessation,  drug  and  alcohol  abuse  treatment,  nutritional  assistance 
and  quality  prenatal  care  -  to  achieve  improved  pregnancy  outcomes. 
Through  these  services  and  utilizing  the  recent  Medicaid  expansions, 
our  goal  is  to  reduce,  by  50  percent,  the  infant  mortality  rate  in 
these  areas  over  five  years. 

Community  Health  Centers 

The  FY  1992  request  includes  $478  million  to  continue  support  of 
approximately  530  community  health  centers  providing  primary  health 
care  services  to  over  5.5  million  medically  underserved  people. 
These  underserved  individuals  include  those  without  access  to  care 
because  they  lack  insurance,  live  in  communities  without  sufficient 
health  delivery  capacity,  have  health  concerns  not  met  by 
traditional  medical  care,  or  face  other  barriers  to  care.     In  1991, 
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we  are  proposing  increased  funding  levels  over  the  FY  1990 
appropriation  be  directed  to  ten  areas  with  the  highest  rates  of 
infant  mortality.     The  request  also  includes  funding  for  the  case 
management  initiative  providing  a  comprehensive  approach  to 
perinatal  care  designed  to  reduce  infant  mortality. 

Migrant  Health  Centers 

The  FY  1992  request  for  Migrant  Health  Centers  includes  $52  million 
to  continue  support  of  services  to  migrant  and  seasonal  farmworkers 
and  their  families.    Access  to  health  care  for  this  group  is 
difficult  because  of  lifestyle,  language,  culture,  and  economic 
barriers.    Services  will  be  provided  to  approximately  500,000 
individuals . 

Minority  Health  Assistance 

The  FY  1992  budget  includes  $88  million  to  continue  the  Minority 
Health  Programs  authorized  in  the  "Disadvantaged  Minority  Health 
Improvement  Act."    These  programs  are  designed  to  increase  the 
number  of  minority  health  professionals  and  to  reduce  the  health 
disparities  between  minorities  and  the  non-minority  population  as 
outlined  in  the  1986  Report  of  the  Secretary's  Task  Force  on  Black 
and  Minority  Health. 

These  programs  include: 

o         Exceptional  Financial  Need  Program  ($17  million) , 

providing  nonservice  -  conditional  scholarship  aid  to 
disadvantaged  students.     This  level  of  funding  also 
includes  the  Financial  Assistance  for  Disadvantaged 
Health  Professions  Student  program.     This  level  of 
funding  will  provide  scholarships  to  approximately  2 , 700 
students . 

o         Health  Careers  Opportunity  Program  ($26  million) , 

providing  grants  and  contracts  to  health  professions 
schools  and  other  health  or  educational  entities  to 
assist  individuals  from  disadvantaged  backgrounds  to 
undertake  and  complete  education  in  health  professions, 
public  health  and  allied  health  professions.     This  level 
will  support  175  projects. 

o  Excellence  in  Minority  Health  Program  ($12  million) , 

this  program  serves  as  the  principal  Federal  activity 
supporting  certain  predominately  minority  institutions 
which  train  a  disproportionate  number  of  minority  health 
professionals.    The  request  will  support  4  schools  in 
this  effort. 

o         Minority  Health  Education  programs  ($28  million), 

providing  assistance  to  increase  minority  representation 
in  the  health  professions.     Included  in  this  initiative 
is  $15  million  to  capitalize  the  Health  Professions 
Student  Loan  program  to  meet  the  financial  needs  of 
minority/disadvantaged  health  professions  students. 
This  program  establishes  an  alternative  mechanism  to 
assist  disadvantaged  health  professions  students 
previously  served  by  the  Health  Education  Assistance 
Loan  program  which  is  proposed  for  phasedown. 

o         Nurse  Education  Opportunities  from  Disadvantaged 

Backgrounds  ($4  million)  supports  projects  to  increase 
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nursing  education  opportunities  for  individuals  from 
minority  and  disadvantaged  backgrounds. 

Maternal  and  Child  Health 

The  Maternal  and  Child  Health  Block  Grant  Program  allocates  funds  to 
States  to  provide  a  wide  range  of  health  services  to  mothers, 
infants  and  children,  particularly  those  with  low  income  or  limited 
availability  of  health  services,  including  preventive  and  primary 
care  and  rehabilitative  services  which  help  alleviate  infant 
mortality  problems  and  provide  better  access  to  health  care.  The 
1992  request  of  $554  million  is  the  same  as  the  1991  current 
estimate.     The  request  includes: 

o  $471  million  for  State  Block  grants;  and 

o  $83  million  for  special  projects  of  regional  and 

national  significance  (SPRANS)  in  the  categories  of 
research,   training,  hemophilia,  genetic  diseases,  and 
,  .j         maternal  and  child  health  improvement.     The  FY  1992 

request  includes  $9  million  of  SPRANS  set-aside  to  be 
directed  to  the  Targeted  Infant  Mortality  Initiative. 

National  Health  Service  Corps  (NHSC) 

The  NHSC  program  is  designed  to  improve  the  capacity  to  provide 
health  services  in  Health  Professional  Shortage  Areas  (HPSAs)  and 
improve  access  to  health  care  in  these  areas  through  the  placement 
and  support  of  health  professionals.     The  NHSC,  and  the  related 
recruitment  effort,  play  a  critical  role  in  the  attempt  to  reduce 
shortages  of  physicians  and  other  primary  care  providers  such  as 
nurse  practitioners  and  midwives  and  physicians  assistants  in  the 
most  difficult  to  staff  areas  throughout  the  country.     The  budget 
request  of  $42  million  will  continue  the  program  at  approximately 
the  1991  level.     It  will  support  a  field  strength  of  1,030. 

National  Health  Service  Corps  Recruitment 

The  FY  1992  budget  request  of  $54  million  for  NHSC  recruitment 
includes  an  increase  of  $5  million  above  the  FY  1991  level  to 
support  495  new  scholarships  and  285  federal  loan  repayments  to 
health  professionals  and  health  professions  students  and  increase 
the  supply  of  obligated  health  practitioners  in  exchange  for  service 
in  a  HPSA.     This  will  also  support  30  State  loan  repayment 
agreements . 

Homeless 

The  FY  1992  budget  request  of  $63  million,  includes  an  increase  of 
$12  million  above  the  FY  1991  level  for  health  care  to  the  homeless. 
This  request  will  support  a  broad  range  of  primary  care,  alcohol  and 
substance  abuse,  and  mental  health  services  to  approximately  420,000 
homeless  individuals  in  approximately  130  centers.     This  is  an 
increase  from  350,000  individuals  and  109  centers  in  FY  1991. 
Emphasis  will  be  placed  on  providing  preventive  as  well  as  curative 
services  to  a  broad  sector  of  the  homeless  including  runaway 
adolescents,  homeless  pregnant  women  and  children,  and  individuals 
with  chronic  substance  abuse  and  mental  health  problems.  Grants 
will  be  made  to  applicants  demonstrating  broad  community 
participation  and  linkages  with  other  community  providers  of 
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critical  support  needs  of  the  homeless  and  effective  and  efficient 
provision  of  care. 

Health  Professions 

At  the  end  of  FY  1991  the  cumulative  Federal  Investment  in  Health 
Professions  totaled  nearly  $9  billion  and  has  increased  the  supply 
of  health  professionals.     Beginning  in  the  late  1970 's  and  through 
the  1980 's,  more  targeted  objectives  such  as  primary  care, 
disadvantaged  assistance,  and  improvement  in  advanced  and 
specialized  nurse  training  have  been  our  priorities. 

In  recognition  of  these  successes,  the  Administration  proposes  to 
shift  the  emphasis  from  broad-based  health  professions  training  to 
other  targeted  HRSA  priorities  which  target  minorities  and 
underserved  populations  such  as  reducing  Infant  mortality, 
increasing  the  number  of  minority  health  professionals,  providing 
health  services  to  underserved  populations,  and  supporting  AIDS  HIV 
programs . 

National  Practitioner  Data  Bank 

The  FY  1992  Budget  request  proposes  to  expand  the  collection  of  user 
fees  to  cover  the  full  cost  of  operations  of  the  National 
Practitioner  Data  Bank.     User  fees  collected  in  1992  will  fund  the 
operating  costs  of  receipt,  storage  and  dissemination  of  information 
on  medical  malpractice  sanctions  taken  against  physicians  and 
dentists.     The  total  cost  of  operating  the  Data  Bank  is  expected  to 
be  approximately  $5  million  in  FY  1992. 

Organ  Transplantation 

We  believe  that  the  allocation  of  organs  for  transplantation  is  more 
fair  and  equitable  since  the  establishment  of  the  national  Organ 
Procurement  and  Transplantation  Network.     For  example,  the  number  of 
organs  procured  but  not  transplanted  has  decreased  markedly  from  10 
percent  in    1985  to  5  percent  in  1989.    Also,  fewer  organs  are  being 
shipped  overseas  and,  as  a  result,  more  U.S.  residents,  nation-wide, 
are  receiving  transplants.     The  1992  budget  request  includes  $3 
million  to  continue  support  of  the  Network  as  well  as  the  Scientific 
Registry,  which  is  used  to  track  the  scientific  and  clinical  status 
of  organ  recipients.     In  addition,  the  request  includes  funds  to 
continue  support  of  the  agency's  Organ  Transplantation  staff  and 
funds  for  grants  and  contacts  to  improve  organ  donation,  especially 
among  minorities. 

Rural  Health 

The  budget  request  includes  $4  million  for  the  Office  of  Rural 
Health  Policy  to  fund  a  total  of  seven  Rural  Health  Policy/Research 
Centers.     These  centers  will  provide  an  information  base  and  a 
policy  research  capability  on  a  wide  range  of  rural  health  concerns 
including  access  to  care,  financing  systems,  alternative  delivery 
systems,  and  occupational  health  issues.     The  request  provides 
funding  for  a  national  rural  health  information  center  and  to  staff 
the  National  Advisory  Committee  on  Rural  Health. 
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AIDS 

This  budget  continues  programs  authorized  by  the  Ryan  White 
Comprehensive  AIDS  Resources  Emergency  Act  of  1990.     The  funds  will 
be  used  as  follows: 

o      $88  million  for  HIV  Emergency  Relief  Grants  providing 
grants  to  an  estimated  21  metropolitan  areas  with  very 
high  numbers  and/or  rates  of  AIDS  cases  for  coordinated 
outpatient  and  ambulatory  health  and  social  support 
services; 

o      $88  million  for  HIV  Care  Grants  providing  grants  to  all 
States  and  territories  for  the  operation  of  HIV  service 
delivery  consortia  in  the  localities  most  affected  by 
the  epidemic,  and  for  the  provision  of  home  and 
community -based  care,  continuation  of  insurance  coverage 
for  infected  people,  and  HIV  treatments  that  prolong 
life  and  prevent  serious  deterioration  of  health;  and 

o      $45  million  for  Early  Intervention  Services  providing 
grants  to  community  and  migrant  health  centers,  health 
care  for  the  homeless  grantees,  family  planning 
grantees,  comprehensive  hemophilia  diagnostic  and 
treatment  centers,  and  other  federally  qualified  health 
centers,  and  nonprofit  private  entities  that  provide 
comprehensive  primary  care  services  to  populations  at 
risk  of  HIV  disease. 

In  addition,  HRSA  is  requesting  categorical  funding  of  the  following 
programs : 

o  $17  million  for  Education  and  Training  Centers  to  continue  16 

projects  providing  training  of  health  care  personnel  who  care 

for  AIDS  patients; 
b         $20  million  to  fund  approximately  43  projects  for  Pediatric 

AIDS  Health  Care  Demonstration  Grants  which  demonstrate 
^       strategies  and  innovative  models  of  intervention  in  pediatric 

AIDS;  and 

o  $4  million  for  AIDS  Facilities  Renovation  providing  grants  for 

the  renovation  or  construction  of  non-acute  care  intermediate 
and  long  term  care  facilities  for  patient  with  AIDS. 

Vaccine  Injury  Compensation  Program 

The  National  Childhood  Vaccine  Injury  Act  of  1986  established  a 
program  to  provide  compensation  for  vaccine-related  injury  or  death. 
The  HRSA  maintains  the  fiscal  records  of  the  claims  trust  fund, 
provides  medical  advice  to  the  court,  and  pays  claims.     The  FY  1992 
budget  request  of  such  stuns  as  necessary  for  the  post  1988  claims  is 
estimated  at  $87  million,  and  $2  million  is  requested  for 
administrative  costs.     No  funds  are  requested  for  payment  of  the 
pre-1988  claims.     Due  to  the  high  influx  of  petitions  received,  and 
preliminary  budget  estimates  which  far  exceed  the  original  design  of 
the  program,  the  Administration  is  currently  looking  into  policy 
options  for  handling  the  payment  of  pre-1988  claims. 

Conclusion 


In  conclusion,  I  can  assure  the  members  of  the  committee  that  we  at 
HRSA  see  the  coming  year  as  one  with  many  opportunities  and  numerous 
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challenges,  and  are  looking  forward  to  working  with  you  in  moving 
the  public  health  agenda  forward. 

Mr.  Chairman  and  members  of  the  Committee,  my  associates  and  I  will 
be  pleased  to  receive  any  questions  or  comments  you  may  have  on  the 
specifics  of  this  budget  request. 
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HEALTH  RESOURCES  AND  SERVICES  ADMINISTRATION 
Budget  Authority  in  000s 


FY  1991 

Current  FY  1992  Change 
Estimate  1/       Request  (+/-) 


BHCDA: 


4/0,191 

4/o, Isl 

A 

51,723 

51,723 

0 

■a   n  no 

3,708 

3.  708 

0 

Health  Care  for  the  Homeless  

50,921 

63.041 

12,120 

42.256 

42,256 

0 

48,795 

53,795 

5.000 

19,792 

19,489 

(303) 

830 

0 

(830) 

3,383 

3.000 

(383  j 

Hlth  Care  Svcs  in  Home  

2,928 

0 

(2,928) 

3,416 

0 

(3,416) 

1,455 

0 

(1.455) 

Housing  Project  Clinics 

0 

3,416 

3.000 

(416) 

Total  BHCDA  

710,814 

718.203 

7.389 

3HPr: 

.  ' '  .'-7 '  ■ 

H.P.  Student  Assistance: 

Exceptional  Financial  Need  

9.759 

10.400 

m;  Ml 

H.P.  Institutional  Assistance: 

11,711 

12,480 

769 

Health  Promotion/Disease  Prev: 

3.757 

0 

(3,757) 

u 

Graduate  Program  Health  Educ  

1,554 

0 

(1,554) 

Hlth.  Admin.  Traineeships  

484 

0 

(484) 

Preventive  Medicine  Res  

1,654 

0 

(1.654) 

Allied  Health  Projects  

i;659 

0 

(1.659) 

Subtotal,  Hlth  Prom/Dis  Prev  

12.524 

0 

(12,524) 

Primary  Care: 

Family  Medicine  Res/Trng  

36.108 

0 

(36.108) 

3.834 

0 

(3.834) 

Gen.  Internal  Med  &  Peds  

17.256 

0 

(17.256) 

Family  Medicine  Depts  

6,831 

0 

(6.831) 

Physician  Assistants  

5,021 

0 

(5.021) 

Subtotal.  Primary  Care 


69.050 


0  (69.050) 
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HEALTH  RESOURCES  AND  SERVICES  ADMINISTRATION 
Budget  Authority  in  000s 


.  ■  -  - 

FY  1991 

Current 

FY  1992 

Change 

Estimate  1/ 

Request 

(+/-) 

"  \- 

13.708 

0 

(13,708) 

2.398 

0 

(2,398) 

Pacific  Basin  MOT  

1,610 

0 

(1,610) 

19.237 

0 

(19.237) 

Border  Health  (HETCs)  

3,904 

0 

(3,904) 

H.P.  Analyt  Studies  &  Repts  

1,762 

0 

(1,762) 

4.392 

0 

(4,392) 

30,817 

32.841 

2,024 

Minority  Health  Education: 

1,464 

1.464 

0 

976 

976 

0 

School  Grants  

8.295 

8,295 

0 

HPSL  

2.928 

15,000 

12,072 

976 

976 

0 

Grants  to  Comnunities  -  Hlth 

488 

488 

0 

975 

975 

0 

Subtotal,  Minority  Health  Education 

16.102 

28,174 

12,072 

Nurse  Education: 

IZ . HOO 

U 

Nurse  Practitioner/Midwife  

14.639 

0 

(14,639) 

1  f\  cot 
lU. 53Z 

0 

3,416 

4,160 

744 

Nurse  Traineeships  

13,664 

0 

(13,664) 

1,430 

0 

(1.430) 

2,380 

0 

(2,380) 

Subtotal,  Nurse  Education  

58,524 

4.160 

(54,364) 

255,498 

88.055 

(167,443) 

1.926 

0 

(1,926) 

Nat  Prac  Data  Bank  (User  Fees)  

0 

(5.000) 

(5,000) 

257.424 

88.055 

(169,369) 
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HEALTH  RESOURCES  AND  SERVICES  ADMINISTRATION 
Budget  Authority  in  000s 


Current 
csbinidLe  11 

FY  1992 
Recjuest 

Change 

MCHB: 

MCH  Block  Grant  

SPRANS  

470,582 
83.045 

470,582 
83.045 

0 
0 

990 . DC/ 

U 

A  APn 
4,OoU 

A 

U 

lA  fifing 

Total,  MCHB  

558.507 

553,627 

(4.880) 

BHRD: 

Hlth  Teaching  Facilities  

476 

3,7Z3 
976 

450 
3.38/ 
0 

(26) 
(33dJ 
(976) 

Total.  BHRD  

5.175 

3.837 

(1.338) 

Buildings  &  Facilities  

Vaccine  TF  Direct  Ops  (Non-add)  

Rural  Health 

Health  Services  Outreach  Grants.... 

1,844 
99.948 
(1,500) 

4  674 
19.518 

0 

100,851 
(2,000) 
4, 139 
0 

(1,844) 
903 
(500) 
(535) 
(19.518) 

Targeted  Infant  Mortality  Init: 

33.683 

138.659 

104.976 

Other  Directed  Infant  Mortality... 
Community  Health  Centers  

Hlth  Svcs  in  Underserved  Neigh  

Maternal  &  Child  Health  

0 

(17.977) 
(2,680) 
(3,000) 

(33.683) 

(138.659) 
(17.977) 
(2.680) 
(3.000) 
(9,000) 

(138.659) 
0 
0 
0 

(24.683) 

Subtotal,  TIMI  (Nonadd)  

(57.340) 

(171.316) 

(113,976) 

Subtotal.  MRS  (Non-AIDS)  

, .  1.691.587 

1.607,371 

(84.216) 
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HEALTH  RESOURCES  AND  SERVICES  ADMINISTRATION 
Budget  Authority  in  000s 


FY  1991 

Current 

FY  1992 

Change 

Estimate  1/ 

Request 

(+/-) 

AIDS: 

17.029 

17.029 

0 

19,518 

19.518 

0 

AIDS  Facilities  Renovation  

4,029 

4.029 

0 

Emergency  assistance-Title  I: 

87,831 

0 

(87.831) 

1992  

0 

87,831 

87.831 

Comprehensive  Care  Program-Title  II 

1991  

87.831 

0 

(87.831) 

0 

87.831 

87.831 

Early  Intervention-Title  III 

44.891 

44.891 

0 

Subtotal,  AIDS  

261.129 

261.129 

0 

Subtotal,  HRS  

1,952,716 

1.868.500 

(84.216) 

144.311 

150,000 

5.689 

Subtotal,  Includ  Family  Planning... 

2.097.027 

2.018.500 

(78.527) 

20,000 

19,000 

(1.000) 

HEAL/SLIF  Appropriation  

0 

58.815 

58,815 

HEAL  Guarantee  Authority  (Nonadd)... 

(253.734) 

/  1  O  P     AAA \ 

(185.000) 

(68.734) 

Vaccine  Injury  Compensation  Program 

Trust  Fund  (Nonadd)  

(155,580) 

(86,920) 

(68,660) 

Vaccine  Injury  Compensation  Program 

Appropriation  

62,920 

0 

(62.920) 

TOTAL,  BA  

2,179.947 

2.096,315 

(83.632) 

OUTLAYS  

1.887.380 

1.936.339 

48.959 

FTE  

1.688 

1,430 

(258) 

1/  Includes  proposed  reprogranmi ng  of  $33,683,000  from  the 
MCH  Block  Grant  to  Targeted  Infant  Mortality  Initiative. 
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UNDERSERVED  COUNTIES  IN  THE  UNITED  STATES 

Senator  Harkin.  This  multicolored  chart  that  I  have  put  up 
there — perhaps  you  have  seen  it  before,  I  am  sure  you  have — the 
red  areas  are  the  designated  underserved  counties  in  the  United 
States.  The  yellow  ones  are  the  ones  that  are  fully  served. 

Evidently  the  green  represents  ones  that  we  just  do  not  have  the 
paperwork  on,  we  do  not  know  what  the  designation  is,  we  really 
do  not  understand  what  those  coimties  are,  yet. 

Dr.  Harmon.  OK  To  begin  with,  this  chart  shows  approximately 
3,200  counties  or  other  areas  including  territories  like  Puerto  Rico. 
The  colors  refer  to  whether  or  not  they  are  designated  or  served  as 
far  as  a  health  professional  shortage  area  or  a  medically  under- 
served  area,  served  by  either  the  National  Health  Service  Corps  or 
the  community  and  migrant  health  center  program. 

Now  the  green  are  tnose  that  are  not  designated  as  a  shortage 
or  imderserved  area.  About  36  percent  of  the  jurisdictions  are 
green  and  are  covered  b^  the  private  sector,  and  not  requiring  Fed- 
eral designation  or  assignment  at  this  time.  They  are  eligiole  to 
apply  if  they  perceive  the  need.  At  this  time  they  are  not  des- 
ignated. They  include  1,164  areas. 

The  remaining  two-thirds  or  so  are  designated  as  having  all  or 
part  of  the  county  or  the  jurisdiction  as  underserved  or  shortage. 
The  yellow  382,  or  12  percent,  are  fully  served  with  Federal  activi- 
ties such  as  a  community  and  migrant  health  center  or  a  National 
Health  Service  Corps  assignee. 

The  orange  422,  or  13  percent,  are  partly  served  through  those 
kinds  of  programs.  The  red  are  the  worst  off;  1,232,  or  39  percent, 
are  designated  but  unserved  by  Federal  program  activities. 

Another  way  of  looking  at  this  is  that  one-half  of  the  country  is 
either  not  designated  or  fully  served,  and  the  other  one-half  is  des- 
ignated and  either  partly  or  completely  imserved,  in  these  des- 
ignated areas. 

Senator  Harkin.  Do  you  have  any  idea  about  the  ones  that  are 
not  designated?  Do  you  have  any  kind  of  data  on  them  at  all? 
(  Dr.  Harmon.  Well,  we  work  with  the  entire  United  States 
1^  through  our  regional  offices  and  State  cooperative  agreements  to 
provide  technical  assistance  to  facilitate  designation.  It  goes 
through  the  States,  and  our  primary  care  cooperative  agreements, 
Governors'  offices,  private  sector,  are  all  able  to  seek  assistance  to 
obtain  designation. 

We  think  that  many  or  most  of  those  that  are  eligible  are  des- 
ignated. There  are  new  incentives,  by  the  way,  to  pursue  this,  in- 
cluding better  Medicare  reimbursement.  In  the  past  there  was 
some  opposition  to  designation,  historically,  from  organized  medi- 
cine, for  example,  but  that  has  given  way  now  to  support  for  des- 
ignation, since  there  is  a  Medicare  reimbursement  incentive.  We 
have  seen  an  increased  level  of  activity  for  that  and  other  reasons. 

urbanAiural  hpsa*s 

Senator  Harkin.  What  can  you  tell  me  about  how  the  area  is  di- 
j]  vided  between  urban  and  rural?  Can  you  tell  me  roughly  what  per- 
centage of  the  shortage  areas  are  rural  and  what  percentage  are 
urban? 
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Dr.  Harmon.  I  would  like  to  have  Dr.  Gaston  from  our  Bureau 
of  Health  Care  Delivery  and  Assistance  address  some  of  those  rural 
and  urban  issues  of  the  areas.  Marilyn. 
,  Dr.  Gaston.  Thank  you,  Dr.  Harmon. 

Health  professions  shortage  areas  [HPSA*s]  are  70  percent  rural 
and  30  percent  urban  at  this  time.  I  think  it  is  also  important  to 
point  out,  though,  that  the  number  of  primary  care  providers  that 
are  needed  to  remove  the  HPSA  designation  are  55  percent  urban 
and  45  percent  rural  based  on  the  populations  that  are  imserved 
or  xmderserved.  But  the  number  of  HPSA*s  at  this  time  are  70  per- 
cent rural,  30  percent  urban. 

Senator  Harkin.  But  you  say  the  funding  proposal  for  this  is 
split  evenly,  50-50? 

Dr.  Gaston.  The  number  of  primary  care  providers  that  would 
be  needed  to  eliminate  those  HPSA's  is  about  even  because  of  the 
population  distribution. 

Senator  Specter.  Is  that  split  on  a  population  line? 

Dr.  Harmon.  That  is  70-30,  Senator  Specter,  by  the  number  of 
areas,  but  the  population  in  those  areas  is  about  50  percent  rural, 
50  percent  urban. 

Senator  Specter.  Thank  you. 

Senator  Harkin.  Do  the  major  pockets  of  high  infant  mortality, 
both  urban  and  rural,  generally  have  a  full  complement  of  primary 
care  health  professionals  now?  Or  do  they  need  more  doctors, 
nurses,  and  other  primary  care  providers? 

Dr.  Harmon.  In  general.  Senator,  you  would  find  high  infant 
mortality  in  areas  that  are  designated  as  medically  underserved  or 
health  professional  shortage  areas.  So  generally  they  are  in  need 
of  more  providers.  And  again,  we  saw  about  one-naif  of  the  counties 
are  either  partly  or  completely  underserved. 


Senator  Harkin.  I  want  to  ask  you  some  questions  about  the  Na- 
tional Health  Service  Corps.  I  spent  a  lot  of  time  last  year  on  legis- 
lation authorizing  the  Corps,  and  in  my  position  as  chairman  of  the 
siJDCommittee,  provided  the  Corps*  largest  funding  increase  in  the 
last  decade. 

I  happen  to  be  proud  of  that.  This  program  means  a  lot  to  rural 
States  like  mine.  We  have  had  a  good  history  with  the  Public 
Health  Service.  We  have  seen  it  decEne  over  the  last  decade,  and 
I  have  every  intention  of  bringing  it  back  up.  But  I  want  to  make 


How  many  scholarships  and  how  many  loan  repayment  positions 
did  the  Corps  fund  in  fiscal  year  1990,  last  fiscal  year? 

Dr.  Harmon.  OK,  again  we  have  some  specific  answers  from  Dr. 
Gaston  on  that. 
Senator  Harkin.  OK 

Dr.  Gaston.  Senator,  in  fiscal  year  1990,  we  were  only  able  to 
award  71  scholarships. 
Senator  Harkin.  Seventy-one? 

Dr.  Gaston.  Seventy-one  nationwide.  Now,  we  had  74  Federal 
loan  repayment  agreements  awarded,  and  14  States  participated  in 
the  State  loan  repajonent  pro-am.  We  are  very  excited  that  this 
year,  in  fiscal  year  1991,  we  will  be  able  to  award  about  435  schol- 
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arships,  of  which  about  275  will  be  doctors,  and  around  160  will 
be  other  types  of  health  professionals  such  as  nurse  practitioners, 
certified  nurse  midwives,  and  physician  assistants. 
Senator  Harkin.  About  425? 

Dr.  Gaston.  Around  435  would  be  funded  in  fiscal  year  1991.  In 
fiscal  year  1992,  we  should  be  able  to  increase  the  number  of  schol- 
arships that  we  give  up  to  500.  This  is  very  important,  because  this 
year  there  will  only  be  around  70  scholars  available  for  placement. 
And  next  year  we  will  have  only  around  40  to  45  available  for 
placement. 

In  addition,  thisyear  we  can  support  285  Federal  loan  repay- 
ment agreements.  These  individuals  will  begin  service  immediately. 
We  can  also  support  an  additional  14  to  16  States  in  1991  in  the 
State  loan  repayment  proffram,  and  possibly  a  few  more  in  1992. 

Senator  H^JOON.  OK.  This  is  only  a  $5  milHon  increase,  right? 
How  many  National  Health  Service  Corps  scholarships  were 
awarded  to  students  from  certain  selected  States,  Iowa,  North  Da- 
kota, Arkansas,  last  year? 

Dr.  Gaston.  Last  year  there  were  four  scholarships  awarded  in 
Iowa;  there  were  none  in  Arkansas;  and  none  in  North  Dakota.  At 
the  present  time  there  are  six  scholars  serving  in  Iowa.  There  are 
nine  scholars  serving  in  Arkansas,  and  three  scholars  serving  in 
North  Dakota. 

In  addition,  in  Iowa  there  is  one  assignee  under  the  Federal  loan 
repayment  program  and  one  of  the  COSTEPS. 

Senator  Hakkin.  Excuse  me,  you  say  there  are  six  in  Iowa  right 
now? 

Dr.  Gaston.  Yes. 

Senator  Harkin.  That  is  down? 

Dr.  Gaston.  Six  scholars  that  are  assigned  

Senator  Harkin.  Because  they  got  their  scholarship  and  they  are 
paying  back  their  

Dr.  Gaston.  Yes;  they  are  paying  back,  they  are  onduty. 

Senator  Harkin.  That  is  down  from,  say,  a  decade  ago.  How 
many  would  there  have  been  in  Iowa?  Do  you  have  any  data  on 
I  that  at  all? 

Dr.  Gaston.  Yes;  we  do. 

[The  information  follows:] 

I  NUMBER  OF  NHSC  RECIPIENTS  BY  STATE  WHO  WERE  SERVING  THEIR  OBLIGATION 
j  [As  of  September  30, 1986  and  September  30, 1 990] 

State  1966  toy         1990  toy 


Alabama    93  44 

Alaska   5  2 

Arizona   37  11 

Arkansas   42  12 

Calilomia   125  48 

Colorado   29  7 

Connecticut   20  3 

I  Delaware    1  0 

District  of  Columbia   6  1 

Federated  States  of  Micronesia   10  3 

Florida   185  60 

Georgia   90  20 

Guam   6  2 

i  Haiwul   2  0 
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NUMBER  OF  NHSC  RECIPIENTS  BY  STATE  WHO  WERE  SERVING  THEIR 

OBLIGATION-Continued 
[As  of  September  30, 1986  and  September  30, 1990] 


Stato  1966  total        1990  toy 


Idaho   19  5 

Illinois   153  33 

Indiana   24  6 

Iowa   26  5 

Kansas   6  0 

Kentucky  ;   57  17 

Louisiana   51  30 

Maine   24  9 

Marshall  Islands    3  0 

Maryland   50  18 

Massachusetts   41  16 

Michigan   86  25 

Minnesota  ,   10  2 

Mississippi  .....^   93  41 

Missouri    93  25 

Montana   16  2 

Northern  Mariana  Islands    5  2 

Nebraska   15  2 

Nevada   8  4 

New  Hampshire   8  2 

New  Jersey   54  13 

New  Mexico   36  5 

New  York   141  42 

North  Carolina   108  29 

North  Dakota   10  5 

Ohio   159  28 

Oklahoma   23  9 

Oregon   21  6 

Pennsylvania   139  29 

Puerto  Rico    60  22 

Republic  of  Palau   1  0 

Rhode  Island   12  1 

South  Carolina    66  25 

South  Dakota    13  6 

Tennessee  ,   77  20 

Texas   158  45 

Utah   20  1 

Vermont   14  2 

Virgin  Islands   2  2 

Virginia   65  16 

Washington   30  13 

West  Virginia   87  22 

Wisconsin   62  10 

Wyoming   8  0 


Total   2,805  808 


.  SCHOLARSHIPS 

Senator  Harkin.  I  believe  that  6  is  down  from,  I  think  it  was  20- 
some,  if  I  remember  right. 

Dr.  Harmon.  That  is  about  rirfit  for  2  years  ago. 

Senator  Harkin.  Excuse  me,  Dr.  Harmon.  What  I  would  like  you 
to  do  for  me  is,  and  maybe  we  have  this,  do  we  have  it  for  each 
State? 

Voice:  No;  we  do  not. 

Senator  Harkin.  I  would  like  to  go  back  about,  when  did  they 
stop  funding  these  programs,  about  1982  or  something  like  that? 
Go  Dack  a  decade,  anyway,  10  years,  back  to  1981  or  1982,  and  give 
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me  the  States.  Under  each  State  I  want  to  know  how  many  of  these 
scholars,  as  you  call  them,  got  scholarships  and  were  paying  it  back 
and  working  in  tJie  States,  and  what  it  is  today.  I  would  like  to 
take  a  look  at  that. 

See,  I  just  know  what  it  is  for  Iowa,  and  I  think  it  is,  you  say, 
about  six,  and  some  of  those  obligations,  if  I  am  not  mistaken,  are 
up  this  year,  of  those  six.  I  think  maybe  as  many  as  three  or  four 
of  them,  maybe? 

Dr.  Gaston.  I  do  not  have  the  exact  number,  but  we  will  lose 
around  600  of  our  field  strength  this  year,  nationwide. 

Senator  Harkin.  And  how  many  have  you  got  coming  in  the 
pipeUne? 

Dr.  Gaston.  We  only  have  130  in  the  pipeline. 

Senator  Harkin.  That  is  what  I  mean.  See,  we  are  still  going 
downhill  on  this,  and  I  am  trying  to  get  this  thing  turned  around. 

Dr.  Gaston.  Well,  we  have  a  major  increase  in  funding  this  year 
that  will  help.  As  I  mentioned,  we  will  be  able  to  give  over  400  new 
scholarships.  We  will  be  able  to  give  over  280  Federal  loan  repay- 
ments. We  also  will  be  able  to  increase  the  number  of  States  that 
are  involved  in  the  State  loan  repavment  program.  And  next  year 
we  will  have  further  increases.  Scholars  will  increase  to  500,  so 
that  we  will  be  definitely  increasing  the  pipeline. 

As  you  know,  recruitment  funding  was  limited  in  recent  years. 
It  went  way  down. 

Senator  Harkin.  It  went  way  down,  and  we  are  trying  to  get  it 
back  up  again,  and  I  know  there  is  going  to  be  a  lag  period.  I  un- 
derstand tnat.  But  are  there  any  suggestions  you  might  have  to 
plug  up  that  gap? 

I  mean  I  know  we  are  going  to  have  a  gap,  but  I  am  telling  you 
that  at  least  for  the  next  few  years,  we  are  going  to  keep  increasing 
the  fvmds  and  get  more  scholarships  out  there.  But  we  are  going 
to  have  a  gap  there. 

Dr.  Gaston.  We  are  going  to  have  a  gap.  You  are  absolutely 
right.  Senator.  Even  though  we  will  award  400  or  500  scholarships 
next  year,  there  will  be  a  period  of  at  least  7  years  before  they  are 
available  to  serve.  We  are  trying  to  fill  the  gap  through  the  Federal 
loan  repayment  program,  and  through  the  State  loan  repayment 
rogram.  And  we  have  funded  State  cooperative  agreements  and 
tate  primary  care  associations  that  have  to  be  very  active  in  this 
process. 

Dr.  Harmon.  And  Senator,  we  are  getting  himdreds  more  of  the 
loan  repayment  people  out  into  the  field,  starting  with  1991  with 
the  new  funds.  We  do  not  have  to  wait  for  them  to  finish  their 
scholarship  training  and  their  residency. 

Senator  Harkin.  Say  that  again?  I  am  sorry,  I  missed  that. 

NHSC  LOAN  recipients 

Dr.  Harmon.  Well,  we  do  not  have  to  wait  for  the  loan  repay- 
ment recipients  to  finish  their  training.  They  are  coming  out  of 
training  and  going  right  to  work  in  the  field,  so  we  will  have  hun- 
dreds of  those  going  out.  So  we  do  not  have  to  wait  for  the  Federal 
and  State  loan  repayment  recipients. 

Dr.  Gaston.  Senator,  if  I  might  add,  these  are  physicians  that 
are  finished  with  their  training  tnis  year. 
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Senator  Hakkin.  I  am  sorry,  say  that  aeain. 

Dr.  Gaston.  With  regard  to  Federal  loan  repayments,  we  will 
have  hundreds  of  providers  that  will  be  available  this  year  for  im- 
mediate service,  because  as  they  finish  their  training  this  year, 
they  will  sign  a  contract  with  us  and  immediately  go  to  a  medically 
unaerservea  area  while  we  pay  back  their  loan.  We  do  not  have  to 
wait  for  them  to  finish  their  training. 

Dr.  Harmon.  Another  important  point.  Senator,  is  that  the  phy- 
sician assistants,  nurse  practitioners,  and  midwives  have  a  shorter , 
training  period,  and  can  be  out  in  the  field  in  IV2  or  2  years  in  | 
some  cases.  At  least  10  percent  of  the  resources  are  going  to  those 
kinds  of  practitioners,  and  they  especially  go  to  rural  areas,  de- 
pending on  State  law. 

INFANT  MORTALITY— COMMUNITY  HEALTH  CENTERS 

Senator  Harkin.  I  raised  with  Dr.  Sullivan  the  other  day  the 
issue  that,  again  to  repeat  the  premise  you  state,  high  instances  of 
infant  mortality  occur  in  those  areas  where  we  lack  health  profes- 
sionals. Have  you  seen  the  inspector  general's  report  of  November 
of  last  year,  your  inspector  general  of  the  Department  of  Health 
and  Human  Services,  on  infant  mortality  and  community  health 
centers? 

Dr.  Harmon.  Yes;  I  am  aware  of  that  report. 

Senator  Harkin.  Well,  he  said  there  was  a  direct  correlation — 
sat  right  there  where  you  are  the  other  day  and  said — I  asked  him, 
and  he  said,  yes.  In  those  cities  where  they  investigated,  where 
they  have  a  commimity  health  center  that  is  funded,  and  active,  in- 
cidence of  infant  mortality  is  low. 

In  those  same  kinds  of  cities,  where  they  have  no  commimity 
health  center,  they  do  not  have  the  health  professionals,  it  is  not 
active,  the  incidence  of  infant  mortality  is  very  high. 

I  raised  the  question  then,  why  do  we  need  this  special  study  in 
these  10  target  areas?  It  seems  to  me  we  know  what  works.  Com- 
munity health  centers  work,  and  if  that  reduces  infant  mortality, 
that  is  where  we  ought  to  be  putting  our  funds. 

So  I  raised  this  question  with  Dr.  Sullivan.  I  have  raised  it  with 
almost  everyone  else  that  has  been  here  to  testify.  It  seems  to  me 
that  if  we  want  a  healthy  start,  you  cannot  do  it  imless  we  have 
the  primary  care  doctors,  the  nurse  practitioners,  the  midwives,  the 
physicians  assistants,  all  these  things  are  going  to  go  out  there  and 
help  with  prenatal  care. 

HEALTH  PROFESSIONS  PROGRAM 

So  I  kept  flipping  back  on  this  book  and  looking  at  all  the  things 
that  are  zeroed  out  under  health  promotion  and  disease  prevention. 
Graduate  program  in  health  education,  public  health  traineeships, 
allied  health  projects,  primary  care,  family  medicine,  residency 
training,  general  internal  medicine,  pediatrics,  family  medicine  de- 
partments, physicians  assistants.  All  zeroed  out. 

I  can  even  keep  going  here.  All  of  these  are  zeroed  out.  No  funds 
are  proposed  for  these,  and  I  am  just  wondering  how  we  square 
that  with  the  inspector  general's  report  that  these  are  the  kind  of 
people  that  we  need  out  there  to  really  reduce  infant  mortality. 
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I  ask  you  the  question,  how  does  it  square? 

Dr.  Harmon.  Well,  the  1992  budget  proposal  seeks  to  target  re- 
sources in  the  highest  incidence  areas  of  infant  mortality,  and  use 
some  of  those,  many  of  those  interventions  you  are  mentioning,  but 
to  target  them. 

Regarding  the  health  professions  budget,  it  is  targeted  toward 
minority  health  professions,  $88  million  for  professionals  who  are 
more  likely  to  serve  in  the  highest  need  areas.  Also,  the  National 
Health  Service  Corps  increase  will  help  to  locate  nealth  profes- 
sionals in  some  of  tnese  areas  of  greatest  need,  as  will  the  nealth 
professions  student  loan  approach,  which  is  proposed. 

On  the  health  professions,  there  are  considerable  funds  that  go 
into  that  kind  of  support  from  HCFA,  through  the  Medicare  direct 
and  indirect  ftinding  of  graduate  medical  education,  nursing,  and 
alHed  health  education.  Aid  also,  there  is  a  role  for  State  ana  local 
government  and  the  private  sector  in  the  health  professions,  and 
also  in  targeting  infant  mortality,  which  are  all  parts  of  our 
healthy  start  proposal. 

Senator  Harkin.  Does  the  budget  proposal  before  us  reflect  your 
original  budget  request? 

Dr.  Harmon.  I  am  sorry.  I  did  not  catch  that. 

Senator  Harkin.  Does  the  budget  proposal  before  us  reflect  your 
original  budget  request? 

Dr.  Harmon.  No;  I  would  be  happy  to  submit  for  the  record  what 
our  request  was.  Senator. 

Senator  Harkin.  I  would  appreciate  that.  Thank  you. 

[Clerk's  note. — ^Answer  to  the  question  can  be  found  in  ques- 
tions submitted  by  the  subcommittee.] 

RYAN  WHITE  AIDS  CARE  ACT 

Senator  Harkin.  Dr.  Harmon,  would  you  please  give  the  commit- 
tee an  update  on  the  Ryan  White  AIDS  Care  Act.  Which  additional 
cities  are  eligible  for  title  I  emergency  assistance  today?  Which 
cities  are  preoicted  to  be  eligible  by  October  1?  Are  additional  cities 
likely  to  become  eligible  during  1992?  And  last,  what  is  the  status 
of  the  title  H  funds?  Have  States  gotten  those  funds  yet?  How 
much  money  was  put  in  there,  $87  million? 

Dr.  Harmon.  Senator,  I  am  pleased  to  sav  that  the  project  is  on 
schedule.  We  have  been  working  very  hard  with  very  tight  dead- 
lines. Dr.  Stephen  Bowen,  who  is  the  new  Bureau  Director,  has 
come  to  us  from  the  CDC,  and  is  working  very  closely  with  that 
agency.  I  would  like  him  to  list  some  of  the  progress  to  date.  Steve. 

Dr.  Bowen.  Senator,  to  date  the  formula  grant  money  under  title 
I  has  been  awarded  to  all  of  the  16  eHgible  metropolitan  areas;  14 
of  the  awards  were  made  on  January  29,  which  was  6  days  ahead 
of  the  statutory  mandate,  and  the  two  remaining  erants  were  made 
on  March  1;  tneir  award  dates  were  delayed  at  the  request  of  the 
cities,  because  parts  of  their  application  were  not  completed. 

During  the  last  2  days  we  have  been  meeting  with  an  outside 
panel  to  review  the  requests  for  the  additional  resources  under  the 
competitive  part  of  title  I,  and  we  anticipate  making  those  awards 
on  or  before  April  4.  In  regard  to  title  II,  $17  million  has  already 
been  awarded  to  the  States  to  continue  their  dnig  reimbursement 
programs,  if  they  requested  to  continue  that  activity.  That  is  an  op- 
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tional  activity  this  year,  but  we  felt  it  was  important  to  make  those 
funds  available,  to  be  sure  patients  were  not  cut  off  their  treatment 
programs,  if  the  States  needed  those  funds. 
The  rest  of  the  funds  that  will  be  awarded  by  State  formula 

frant,  which  is  a  total  of  $60  million  more  to  be  awarded  above  the 
17  million  that  has  already  been  awarded,  for  a  total  of  $77  mil- 
lion, will  be  made  on  or  before  April  1.  States  will  be  getting  those 
resources  under  title  II  at  that  time. 

If  you  repeat  the  other  questions,  I  will  attempt  to  address  those. 
I  believe  they  had  to  do  with  additional  cities  becoming  eligible. 

Senator  Harkin.  Right.  Which  cities  are  projected  to  be  eligible 
by  October  1? 

Dr.  Bower.  Right  now,  two  cities  have  passed  the  2,000  case 
mark  according  to  statistics  compiled  and  summarized  by  the  Cen- 
ters for  Disease  Control.  Oakland,  CA,  and  Baltimore,  MD,  have 
both  passed  the  2,000  case  mark.  TTiey  will  be  eligible? 

We  can  submit  for  the  record  what  cities  are  anticipated  to  pos- 
sibly become  eligible  by  that  subsequent  date  that  you  mentioned. 
Right  now,  the  next  closest  area  is  Nassau  Suffolk,  NY,  at  about 
1,730  cases,  approximately. 

[The  information  follows:] 


HIV/AIDS  EMERGENCY  RELIEF  GRANTS-TITLE  XXVI.  PART  A 
(Ryan  White  Care  Act,  Title  I] 


Foonuia  grant  ^e.lwi'^ 


Fiscal  year  1991— Statutory  eligibility^  for  formula  grants  under  section  2601  as 
of  June  30. 1990: 

New  York.  NY    $15,823,908 

San  Francisco,  CA   6.393.866 

Los  Angeles,  CA   3,924.157 

Newark,  NJ   1.967.713 

Miami.  FL   1.855.962 

Houston.  TX   1,827,980 

Washington,  DC    1.657,310 

Chicago.  IL   1.350.746 

San  Juan,  PR   1.182.944 

Atlanta.  GA   1,182,361 

Philadelphia,  PA   1,161,925 

Fort  Lauderdale,  FL   1,083,887 

Dallas,  TX   978,854 

Boston.  MA   916,607 

Jersey  City,  NJ   875,057 

San  Diego.  CA   858,223 

Total   43.041.500 

Fiscal  year  1992— Statutory  eligibility^  for  fomiula  grants  under  section  2601  as 
of  March  31. 1991  (currently  eligible): 

Oakland.  CA  

Baltimore,  MD  

Fiscal  year  1993— Potemial  eligbility^  for  formula  grants  under  section  2601 
based  on  current  data  (the  statutory  deadline  is  March  31, 1992): 

Nassau-Suffok,  NY  

Seattle.  WA  

Tampa-Sl.  Petersburg,  FL  

New  Orleans,  LA  ,  

West  Palm  Beach,  FL  

Detroit,  Ml  


31,082 
9.717 

11,062 
4,497 
4,509 
5,010 
4.770 
4,170 
3.337 
3,424 
3,468 
2.687 
2.856 
2.715 
1,815 
2.421 


97.540 


2.078 
2.013 


1.723 
1.697 
1,650 
1,496 
1,468 
1,465 


^  Biablity  for  formula  grants  under  section  2601  Is  interpreted  to  mean  lhat,  'as  of  June  30.  1990,  In  the  case  of  granb  fv  Iscal 
year  1»91,  and  as  of  March  31  of  ttw  moet  recent  liscal  year  *  '  *  fa  any  aubiequent  llscalyear  tiare  ii  "a  outnulalive  total  of  more 
than  2,000  cases*  or  "the  per  capita  incidence  of  eumulafve  cases  '  '  '  is  not  less  tian  0.0(C5.* 
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Senator  Harkin.  Was  Philadelphia  in  the  first  16? 

Dr.  BowEN.  Yes;  Philadelphia  has  already  received  its  formula 
funds  under  title  I  and  will  be  eligible  for  supplemental  funds. 
They  were  among  the  first  16. 

Senator  Specter.  I  had  just  commented  to  the  chairman,  just 
hearing  you  mention  two  cities,  I  said  to  Senator  Harkin,  neither 
was  in  Iowa  or  Pennsylvania. 

Dr.  BowEN.  Of  the  two  new  cities. 

Senator  Specter.  But  I  understand  now  that  that  has  other  as- 
pects, so  I  thank  you. 

Senator  Harkin.  I  rather  doubt  that  any  cities  in  Iowa  will  ever 
get  in  that  group.  I  just  do  not  think  so,  fortunately.  Oh,  additional 
cities  likely  to  become  eligible  during  1992.  You  mentioned  one 
more. 

Dr.  BowEN.  Baltimore  and  Oakland  are  already  past  the  2,000 
case  mark. 

Senator  Harkin.  Yes;  but  next  year.  I  am  looking  ahead. 

Dr.  BowEN.  There  could  be  more  in  the  future,  as  I  mentioned; 
the  next  highest  area,  Nassau-Suffolk,  NY,  has  more  than  1,700 
cases.  Depending  on  the  rate  at  which  cases  are  reported,  there 
could  be  four  or  five  additional  metropolitan  areas  which  becomes 
eligible  during  the  next  year. 

Senator  HaSken.  Four  or  five  additional. 

Dr.  BowEN.  Four  or  five  additional.  Whether  they  will  have  that 
number  of  cases  reported  by  any  particular  date  depends  on  a  num- 
ber of  different  factors,  among  which  are  how  actively  and  aggres- 
sively the  cities  look  once  they  get  close  to  the  2,000  mark. 

Senator  Specter.  We  had  such  a  difficult  time  last  year  on  the 
Senate  floor  in  trying  to  find  adequate  funding.  One  of  the  very 
toughest  issues  and  most  compelling,  given  all  trie  background  cir- 
cumstances, and  I  am  sure  we  are  going  to  face  even  tougher  prob- 
lems this  year. 

Senator  Harkin.  That  is  why  I  wanted  to  get  some  idea  of  how 
many  we  are  looking  at  coming  down  the  pike. 

Dr.  Harmon,  that  is  really  all  I  have  today.  I  will  be  continuing 
these  discussions  with  you  on  the  status  of  the  

national  health  service  corps 

Senator  Bumpers.  You  do  not  mind  if  I  ask  a  couple  of  questions, 
do  you? 

Senator  Harkin.  Senator  Bumpers. 

Senator  Bumpers.  Dr.  Harmon,  let  me  ask  you  a  couple  of  ques- 
tions about  the  National  Health  Service  Corps.  First  of  all,  I  have 
been  just  elated  about  President  Bush's  attitude  about  that  pro- 
gram. Ronald  Reagan  practically  killed  the  Corps. 

I  have  a  number  of  concerns  about  administration  of  the  Corps. 
Can  you  tell  me  right  now,  how  many  scholarships  you  awarded  in 
the  fall  of  1990? 

Dr.  Harmon.  Dr.  Gaston,  the  Director  of  that  bureau,  can  re- 
spond. Senator. 
Senator  Bumpers.  Dr.  Gaston. 

Dr.  Gaston.  Senator,  in  1990  we  were  only  able  to  award  71 
scholarships  nationwide. 
Senator  Bumpers.  Only  71? 
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Dr.  Gaston.  Yes;  71. 

Senator  Bumpers.  Was  that  with  your  1991  money  that  you 
awarded  those? 
Dr.  Gaston.  Fiscal  year  1990. 
Senator  Bumpers.  That  was  with  1990  funds? 
Dr.  Gaston.  That  was  right,  1990  funds. 

Senator  Bumpers.  OK,  so  you  will  use  your  1991  funds  this  fall? 

Dr.  Gaston.  That  is  right.  And  we  will  be  able  to  award  over  400 
scholarships  this  year,  because  of  the  increase  in  funding.  It  is  im- 
portant to  note,  though,  that  even  though  that  is  great,  and  in  1992 
we  will  be  able  to  add  500  more,  they  will  not  be  available  for  serv- 
ice for  6  or  7  years.  But  this  will  really  increase  the  pipeline. 

Senator  Bumpers.  Yes;  I  understand  that.  One  of  my  concerns  is 
this.  Can  you  tell  me,  are  there  any  schools  that  predominate 
among  those  71  scholars?  Are  they  pretty  well  scattered  across  the 
country?  I  know  none  of  them  are  from  Arkansas.  I  know  no  Corps 
scholars  went  to  the  University  of  Arkansas  Medical  School  last 
fall,  but  can  you  tell  me  where  they  did  go? 

Dr.  Harmon.  Senator,  they  tend  to  be  the  more  expensive,  pri- 
vate schools,  although  some  have  a  large  percentage  of  minority 
students. 

Senator  Bumpers.  What  do  you  mean,  some? 

Dr.  Harmon.  Meharry,  for  example,  and  Howard  University. 

Senator  Bumpers.  How  many  went  to  Meharry,  and  how  many 
went  to  Howard? 

Dr.  Harmon.  Well,  if  we  look  at  the  total  history  of  the  National 
Health  Service  Corps,  Meharry  had  the  most  scholarships  at  426, 
and  Howard  was  fourth  at  287. 

Senator  Bumpers.  Since  the  program  began? 

Dr.  Harmon.  That  is  correct,  and  I  think  the  denominator  is 
about  13,000.  Now  there  were  recipients  from  most  medical 
schools.  Dr.  Gaston  has  some  additional  information. 

Dr.  Gaston.  I  do  not  have  those  in  terms  of  all  the  schools,  at 
this  point. 

Dr.  Harmon.  We  can  submit  that  for  the  record.  Senator.  We 
would  be  glad  to  do  it. 
[The  information  follows:] 
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CORPS  SCHOLARSHIPS 

Senator  Bumfehs^  I  assume  you  do  not  talk  to  students  about 
Corps  scholarships  until  you  are  reasonably  certain  they  are  going 
to  be  admitted  by  some  medical  school.  Is  that  correct? 

Br.  Gaston.  Yes;  that  is  correct. 

Senator  Bumpers.  You  cannot  just  find  someone  and  give  them 
the  money  before  you  know  whether  they  are  going  to  be  admitted 
or  not. 

Dr.  Harmon.  No;  they  must  be  admitted  to  a  medical  school. 

Dr.  Gaston.  There  is  an  established  process  through  which  they 
apply,  and  are  interviewed.  There  is  an  application  designed  to 
really  see,  No.  1,  who  is  going  into  primary  care,  because  it  is  im- 
portant to  be  sure  that  we  are  supporting  the  family  doctors,  the 
internists,  the  obstetricians,  the  pediatricians. 

That  process  also  seeks  to  determine  who  is  more  likely  to  serve 
the  imderserved  and  not  go  into  a  high-tech  subspecialty.  So  based 
on  a  number  of  different  factors  that  are  ascertained  during  the 
interview,  scholars  are  ranked  and  go  on  a  scholarship  list. 

Then  the  next  step  in  the  process,  following  completion  of  train- 
ing, is  that  they  match  to  a  specific  site  fi*om  a  list  of  available 
sites  in  high-priority,  underserved  areas. 

Senator  Bumpers.  Of  the  71  scholars  in  1990,  how  many  were 
minorities? 

Dr.  Gaston.  In  1990,  44  percent  were  black,  11  percent  were 
Hispanic,  1  percent  was  an  American  Indian,  and  4  percent  were 
Asian. 

Senator  Bumpers.  Forty-four  percent  or  forty-four  people. 

Dr.  Gaston.  Forty-four  percent. 

Senator  Bumpers.  And  Hispanic  were  12? 

Dr.  Gaston.  No;  11  percent;  4  percent  were  Asian;  34  percent 
were  white;  and  6  percent  were  unknown. 

Senator  Bumpers.  I  am  not  sure  I  understood  the  process  a  while 
ago.  If  somebody  comes  to  you  and  says,  look,  I  am  not  interested 
in  making  money.  I  want  to  be  in  the  Public  Health  Service,  or  I 
want  to  go  into  unserved  areas,  or  the  inner  city,  or  the  Mississippi 
delta,  or  whatever,  that  is  the  first  consideration,  I  take  it.  At  least 
it  is  a  primary  consideration  with  you  in  awarding  a  scholarship, 
right? 

Dr.  Gaston.  Yes;  the  first  consideration  is  that  they  go  into  a 
primary  care  specialty. 

Senator  Bumpers.  But  of  course  they  have  to  be  needy,  I  guess. 
They  have  to  need  the  money. 

Dr.  Gaston.  Yes;  that  is  a  consideration. 

Senator  Bumpers.  Do  you  have  an  income  criteria? 

Dr.  Gaston.  Yes;  former  exceptional  financial  need  [EFN]  schol- 
arship recipients  have  preference. 

Senator  Bumpers.  Of  a  household,  just  like  we  do  on  Pell  grants 
and  so  on? 

Dr.  Gaston.  Yes;  because  we  give  preference  to  former  EFN 
scholars. 

Senator  Bumpers.  I  will  tell  you  what  I  am  driving  at.  If  you 
have  minority  students  in  my  State  who  qualify  for  this,  I  do  not 
want  them  to  feel  obhgated  to  go  out  of  State.  I  want  them  to  feel 
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free  to  go  to  the  University  of  Arkansas  Medical  School.  Do  they 
have  to  nave  been  admitted  or  accepted  to  a  medical  school  before 
you  will  talk  to  them?  I  never  did  get  that  straight  in  my  mind. 

Dr.  Gaston.  Yes;  they  have  to  be  in  a  medical  school  before  they 
can  even  apply.  And  you  know,  it  is  very  difficult.  Let  me  just  take 
1  minute  and  talk  about  this. 

Last  year  we  received  over  1,000  applications  for  scholarships, 
and  we  could  only  award  around  70,  so  that  it  is  very  difficult.  As 
we  experience  increased  funding  for  recruitment,  we  can  begin  to 
award  more  scholarships  and  make  more  placements.  We  have  had 
to  make  very  hard  decisions  with  the  limited  resources  we  have 
had  in  the  last  several  years. 

NHSC  PLACEMENT  SITES 

Let  me  also  add  that  there  are  priorities,  in  terms  of  the  sites 
where  scholars  can  place,  those  are  prioritized  according  to  the 
highest  need  areas.  We  have  to  make  hard  decisions  on  that  side, 
too,  in  terms  of  what  sites  get  on  the  list.  There  is  a  three-step 
process  in  terms  of  deciding.  First,  where  are  the  HPSA's,  the 
health  professional  shortage  areas.  Then  we  prioritize  those 
HPSA's  based  on  high  infant  mortality,  low  birthweight,  access, 
poverty  to  develop  a  more  restricted  listing.  This  listing  is  further 
prioritized  after  that,  the  high  priority  HPSA's,  into  the  high  prior- 
ity sites  to  which  obligors  match  for  service. 

Senator  Bumpers.  Well,  where  do  the  doctors,  for  example,  who 
graduate  from  Howard  Medical  School,  where  do  they  go  to  prac- 
tice? You  have  plenty  of  areas  right  here  in  D.C.  that  are  consid- 
ered imderserved?  Do  you  have  National  Health  Service  Corps  doc- 
tors here  in  the  District? 

Dr.  Gaston.  Yes;  we  do  have  a  few  placements.  Let  me  just  say 
that,  historically,  when  you  look  at  the  data,  minority  students  are 
more  likely  to  go  into  primary  care,  as  compared  to  other  students. 
Minority  students  are  also  more  likely  to  go  to  an  underserved 
area,  and  certainly  more  minority  students  are  in  need  of  scholar- 
ship and  loan  repayment  help. 

Let  me  also  mention,  too,  that  if  you  want  to  talk  about  Meharry, 
which  is  another  school  where  we  have  scholars,  they  emphasize 
service  to  the  underserved,  so  that  their  students  are  already  being 
trained  in  that  arena,  and  a  high  percentage  of  the  Meharry  grad- 
uates do  go  into  unserved  areas,  especially  into  the  rural  areas  of 
the  South. 

Senator  Bumpers.  Well,  I  do  not  want  to  pursue  this  too  long, 
but  first  of  all  I  am  a  great  champion  of  this  program.  There  are 
areas  in  Arkansas  that  would  be  totally  unserved,  if  not  for  Corps 
doctors.  But  I  am  concerned  about  what  proportion  of  the  applica- 
tions you  received  last  year  were  from  applicants  who  deserved 
funding. 

Dr.  Gaston.  The  majority  of  them  would  have  been  funded. 
Some  of  those  1,000  applicants  did  not  indicate  a  commitment  to 
primary  care  and  service  to  the  underserved  and  we  would  not 
have  fuiided  them. 

Senator  Bumpers.  Boy,  it  is  a  tragedy  we  do  not  have  the  money 
to  do  that. 
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Dr.  Gaston.  Well  that  is  whv  we  know  that  we  will  have  no  trou- 
ble with  awarding  over  400  this  year.  We  know  we  will  get  over 
1,000  applications  again,  and  we  will  be  able  to  fund  upward  of 
450. 

STATE  LOAN  REPAYMENT  PROGRAM 

Senator  Bumpers.  Well,  Dr.  Gaston,  I  want  to  say  that  my  pri- 
mary concern  is,  if  you  give  a  National  Health  Service  Corps  grant 
to  a  scholar  from  my  State,  and  they  wind  up  going  to  Meharry  or 
Howard  or  any  other  school  outside  Arkansas,  our  chances  of  their 
ever  coming  back  to  serve  Arkansas  are  slim. 

Dr.  Gaston.  Well,  you  know,  that  is  another  reason  that  it  is  im- 
portant that  Arkansas  and  other  States  really  get  involved  in  our 
State  loan  repayment  program.  At  the  present  time  they  are  not. 
We  are  ftmding  14  States  that  will  provide  payment  of  loans  for 
students  in  that  State  to  stay  in  the  State,  so  that  this  is  another 
key  approach  to  trying  to  maintain  

Senator  Bumpers.  Now,  what  is  this  program?  I  am  not  sure  I 
am  following  you  on  this. 

Dr.  Gaston.  This  is  a  new  program  that  is  just  about  2  years  old 
now.  We  have  14  States  we  give  money  to.  They  also  match,  ac- 
cording to  a  certain  percentage,  and  then  they  find  the  students. 
It  is  like  the  Federal  loan  repayment,  except  tnat  it  is  State  man- 
aged, and  our  Federal  dollars  go  totally  to  the  State  and  then  go 
to  the  student  or  the  provider. 

Dr.  Harmon.  We  are  working  closely  with  your  State  health  offi- 
cer, Dr.  Elders.  We  have  a  cooperative  agreement  on  primary  care 
with  your  State,  and  we  have  funding  available  for  rural  health 
outreach,  and  also  rural  health  office  support.  And  so  these  are 
ways  that  each  State  can  seek  more  assistance  in  designating  and 
filling  shortage  areas.  That  is  an  important  growing  direction  in 
the  Federal/State  working  relationship. 

Senator  Bumpers.  Well,  you  know,  the  Mississippi  delta  has  sort 
of  become  my  obsession.  Did  you  know  we  had  500  kids  die  in  this 
country  last  year  of  diarrhea.  And  the  incidence  of  death  by  diar- 
rhea is  so  much  bigger  in  the  delta  than  almost  any  other  part  of 
the  country.  A  primary  reason  for  these  deaths  is  that  people  just 
do  not  have  doctors  to  go  to  in  that  area.  And  that  is  the  reason 
I  am  hot  for  this  program  and  I  am  hot  to  get  as  many  scholarships 
in  Mississippi  and  Arkansas  and  that  area  as  I  can,  in  the  hope 
that  they  will  serve  that  area. 

VACCINE  INJURY  COMPENSATION 

Mr.  Chairman,  one  last  thing,  and  this  is  for  your  benefit  for  the 
markup  on  supplemental  appropriations  as  well  as  to  make  a 
record  here. 

Dr.  Harmon,  I  guess  you  are  the  right  person  to  ask  about  the 
vaccine  injury  compensation  program.  We  appropriated  $62  million 
for  that  program  in  fiscal  year  1991.  Now,  we  have  over  4,000 
claims  of  people  whose  children  were  adversely  affected  by  a  DPT 
shot,  mostly  prior  to  October  1988.  As  you  know,  we  let  all  of  those 
people  file  claims  until  January  3  of  this  year,  and  the  flood  tide 
hit. 
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We  now  have  4,000  claims.  It  is  estimated  the  total  cost  of  those 
4,000  claims,  if  all  of  them  were  compensated,  something  like  $3.5 
billion. 

We  have  a  vaccine  compensation  fund  which  has,  I  guess,  $200 
million  or  $300  million  in  it  now;  I  am  not  sure  how  much  it  is. 
And  that  takes  care  of  the  claims  that  are  filed  under  this  law  ailer  ! 
October  1988. 

But  our  big  problem  now  is  funding  those  pre- 1988  cases.  We 
have  got  $62  million  to  pay  those  claims.  We  have  already  spent 
$18  million,  Mr.  Chairman,  and  if  we  do  not  put  some  money  in 
the  supplemental,  we  are  going  to  nm  out  of  money  probably  in  the 
next  60  days,  maybe  90  aays.  And  we  are  not  going  to  be  able  to 
pay  these  claims  that  are  coming  through  the  pipeline. 

Now,  some  people  have  suggested  that  we  take  money  out  of  the 
trust  fund  that  is  being  generated  now,  for  those  claims  from  Octo- 
ber 1988  forward.  But  I  am  opposed  to  that,  because  those  funds 
are  going  to  be  needed  for  those  pre- 1988  claims.  And  you  start  de- 
pleting that  fund,  the  pharmaceutical  companies  will  conclude  that 
they  are  going  to  wind  up  being  liable,  and  they  are  going  to  raise 
the  price  of  their  vaccines.  And  this  is  a  sort  of  a  one-shot  deal.  In 
other  words,  it  is  not  a  continuing  thing. 

But  I  am  afraid  that  if  we  do  not  appropriate  money  for  that  vac- 
cine compensation  fund  now  in  the  supplemental,  we  are  going  to 
run  out  of  money  and  we  are  going  to  create  all  kinds  of  problems 
for  ourselves.  What  do  you  say  to  that.  Dr.  Harmon? 

Dr.  Harmon.  Well,  the  Department  is  currently  analyzing  the 
impact  of  this  large  number  of  older  claims  that  have  come  in.  We 
do  not  yet  know  the  precise  impact  of  that,  and  it  is  going  to  be 
a  while  before  we  have  that  available.  We  also  are  concerned  about 
how  to  pay  for  those  claims,  and  that  is  a  subject  of  considerable 
review  right  now  as  well.  The  fund  is  now  approximately  $300  mil- 
lion. Fortunately,  the  rate  of  claims  in  the  new  cases  has  been 
below  projections. 

Senator  Bumpers.  Yes. 

Dr.  Harmon.  And  so  that  needs  to  be  monitored  carefully. 
Senator  Bumpers.  How  many  so-called  new  claims  do  we  have? 
Dr.  Harmon.  I  would  like  to  ask  Dr.  Fitzhugh  Mullan,  the  Bu- 
reau Director,  to  comment  on  that.  Senator  Bumpers. 
Senator  Bumpers.  Dr.  Mullan. 

Dr.  Mullan.  As  of  March  12,  51  claims  have  been  filed. 

Senator  Bumpers.  Fifty-one.  Yes;  a  total  of  51  claims  filed. 

Dr.  Mullan.  Yes;  51  post-October  1,  1988,  claims  as  of  March  12. 

Senator  Bumpers.  That  we  have  pending  right  now. 

Well,  I  just  want  to  make  this  point  for  the  record,  and  that  is, 
if  we  do  not  appropriate  money  to  take  care  of  all  these  4,000  plus 
claims  that  accrued  before  October  1988,  we  are  obviously  going  to 
be  way  short  at  the  end  of  the  year  and  we  are  going  to  have  a 
crisis  on  our  hands.  I  would  rather  pay  it  as  we  go.  I  do  not  know 
how  Congressman  Waxman  feels  about  it  over  in  the  House,  but 
I  think  we  have  got  a  real  problem  on  our  hands. 

Do  you  agree  with  me  that  if  we  start  tapping  that  trust  fund 
in  order  to  pay  old  claims,  that  we  are  going  to  have  the  pharma- 
ceutical companies  trying  to  raise  their  prices  again? 
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Dr.  Harmon.  It  is  hard  to  say,  Senator.  That  is  undergoing  re- 
view in  the  Department  right  now.  It  depends  on  what  the  future 
tap  will  be  on  the  trust  fund  and,  again,  fortunately,  the  rate  of 
claims  has  been  below  projections.  I  believe  in  the  history  of  this 
legislation  they  projected  up  to  75  claims  per  year. 

We  are  also  monitoring  the  science  of  this  issue  as  far  as  what 
is  tiie  real  cause  and  efrect  going  on  here.  It  could  be  that  as  we 
learn  more,  we  will  be  able  to  adjust  the  vaccine  injury  table.  That 
needs  review.  Just  because  we  have  awarded  so  far  at  the  rate  of 
70  percent  of  claims  does  not  mean  it  will  always  be  that  way. 

HRSA*s  role  in  this  is  to  medically  review  the  claims  and  work 
with  the  Justice  Department  in  the  court  so  that  only  those  claims 
that  are  justified  are  paid.  And  we  are  dedicating  ourselves  to 
doing  that  in  the  best  wav  possible. 

Senator  Bumpers.  Well,  we  have  paid  out  $18.1  million  so  far 
out  of  the  $62  million.  I  may  be  an  alarmist.  Maybe  it  is  not  as 
big  a  deal  as  I  think  it  is,  but  I  think  it  is  pretty  serious. 

Dr.  Harmon.  Well,  no.  There  is  cause  for  concern,  the  statute 
states  that  if  at  any  time  there  are  insufficient  funds  to  pay  all  of 
the  claims  payable  under  subtitle  2  of  title  XXI  of  the  Public 
Health  Service  Act  for  180  days,  such  subtitle  shall  cease  to  be  in 
effect  until  sufficient  funds  to  pay  all  of  the  claims  under  such  sub- 
title become  available.  This  coula  force  us  back  into  litigation. 

Senator  Bumpers.  I  think  that  would  be  the  worst  thing  that 
could  happen  to  us. 

Dr.  Harmon.  We  tend  to  agree  with  that,  so  we  do  need  to  seek 
a  solution. 

Senator  Bumpers.  Thank  you,  Dr.  Harmon. 
Mr.  Chairman,  thank  you  very  much. 

NHSC  SCHOLARSHIP  PROGRAM 

Senator  Harkin.  Thank  you.  Senator  Bumpers,  for  raising  the  is- 
sues, especially  the  Public  Health  Service  or  National  Health  Serv- 
ice Corps  in  rural  and  underserved  areas.  The  questions  yon  ask 
'  are  right  to  the  point.  On  the  loan  repayment  program,  again,  that 
happens  after  vou  are  finished.  You  have  got  to  get  through  first. 
It  is  not  a  baa  program;  it  is  a  fine  program.  But  the  States  are 
strapped,  too,  in  providing  those  uo-front  moneys  for  those  loans  to 
get  those  kids  through  school. 

Senator  Bumpers.  Incidentally,  Mr.  Chairman,  do  you  pay  tui- 
tion plus  a  stipend,  or  just  tuition  on  the  National  Health  Service 
Corps? 

Dr.  Harmon.  Plus  stipend. 

Senator  Bumpers.  Depending  on  the  location  and  so  on? 
Dr.  Harmon.  Right.  Tuition  varies  quite  a  bit,  of  course.  I  want- 
1  ed  to  comment  also.  Senator  Bumpers  and  Senator  Harkin,  I  spent 
J  4  years  between  your  States  as  the  Missouri  State  health  officer, 
j  and  so  I  worked  with  both  your  State  health  officers.  I  know  the 
delta,  because  the  bootheel  of  Missouri  is  part  of  that,  and  I  have 
'  observed  those  problems  and  agree  with  you.  We  have  some  chal- 
lenges on  our  hands  and  need  to  work  harder. 

Senator  Harkin.  The  other  thing  about  the  scholarships  and 
these  kids  going  to  schools  outside  of  Arkansas,  a  lot  of  them  are 
going  to  private  schools.  It  seems  to  me  that  it  would  be  cheaper 
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if  they  went  to  some  of  our  State  schools  also  and  save  us  a  little 
bit  of  money,  aside  from  the  factor  that  if  they  are  there,  they  tend 
to  stay  there.  And  you  are  right,  once  they  leave  they  do  not  come 
back. 

And  that  is  why  we  need  to  encourage  the  scholarship  program, 
and  we  are  going  to  take  another  look  at  this,  specifically,  because 
last  year  we  reauthorized  the  National  Health  Service  Corps.  And 
we  specifically  changed  the  law  or  wrote  into  the  law  under  the  au- 
thorizing committee.  Senator  Kennedy's  subcommittee,  to  make 
sure  that  we  specified  underserved  areas.  We  did  not  focus  on 
urban  areas  or  anything  else  like  that.  We  focused  on  imderserved 
areas. 

And,  quite  frankly,  I  am  concerned  that  the  Department  is  going 
off  in  a  different  direction  than  what  we  clearly  put  in  the  law  last 
year.  And  so  I  just  want  you  to  know.  Senator  Bumpers,  on  the 
record,  that  we  are  going  to  take  a  close  look  at  these  scholarships 
and  make  sure  that  we  start  getting  them  out  to  those  rural  areas 
out  there  and  not  just  to  the  urban  areas. 

Dr.  Harmon.  Thank  you,  Mr.  Chairman. 

QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

Senator  Harkin.  Thank  you  very  much.  Dr.  Harmon,  and  we  will 
be  in  touch  as  the  year  goes  along.  There  will  be  some  additional 
questions  from  various  Senators  which  we  will  submit  to  you  for 
your  response. 

[The  following  questions  were  not  asked  at  the  hearing,  but  were 
submitted  to  the  Department  for  response  subsequent  to  the  hear- 
ing:] 
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QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

OTA  CALLS  FOR  MORE  OF  THE  CORPS  IN  RURAL  AREAS 

The  Office  of  Techt\ology  Assessment  issued  a  comprehensive 
report  last  September  called  "Health  Care  in  Rural  America."  The 
report  notes  that  rural  health  care  is  no  better  today  than  it  was  ' 
20  years  ago,  and  says  "the  future  prospect  for  rural  health  care  in 
the  absence  of  intervention  is  grim." 

The  OTA  calls  for  a  massive  expansion  of  the  National  Health 
Service  Corps  to  increase  the  supply  of  health  professionals  to 
rural  areas . 

Question.     Are  the  Department's  current  policies  regarding 
scholarship  awards  likely  to  have  a  significant  impact  on  rural 
areas?     If  not,  what  are  ways  to  bring  many  more  health 
professionals  to  rural  areas,  both  through  the  National  Health  - 
Service  Corps  and  other  Federal  programs ,  such  as  Medicare 
reimbursement? 

Answer:     Yes,  the  expansion  of  the  National  Health  Service 
Corps  scholarship  and  loan  repayment  programs  which  began  last  year 
will  provide  substantial  numbers  of  new  obligors  for  both  rural  and 
urban  areas,  although  the  immediate  impact  will  be  limited  to 
increases  in  the  number  of  Federal  and  State  loan  repayment 
obligors.     Increasing  the  number  of  scholarship  obligors  available 
for  service  will  require  several  years  while  the  current  awardees 
complete  their  training.     The  scholarship  mechanism  is  an  effective 
mechanism  for  attracting  providers  to  the  more  difficult  to  fill 
sites,  especially  the  remote  rural  sites.     It  is  hoped  that  the 
State  loan  repayment  program,  for  which  a  large  increase  will  be 
provided  in  FY  1991,  can  become  an  effective  source  of  health  care 
providers  for  rural  States.     Funds  are  also  included  for  the  support 
of  State  cooperative  agreements  to  facilitate  the  identification  of 
areas  within  States  that  are  in  need  of  Federal  assistance  and  also 
to  assist  States  in  being  more  effective  in  obtaining  Federal 
assistance  for  their  primary  health  care  programs. 

NATIONAL  HEALTH  SERVICE  CORPS 

I  Question.     If  the  FY  1992  budget  request  is  approved,  how  many 

\    health  professionals  --of  which  disciplines  --  would  be  placed 
through  NHSC  scholarship  and  loan  repayment  programs? 

Answer.     In  FY  1992  it  is  projected  that  285  loan  repajnnent 
I    obligors  will  be  recrui»:ed  and  placed  including  physicians,  nurse 
I    practitioners,  nurse  midwives ,  and  physician  assistants. 

Approximately  500  scholarships  are  projected  for  FY  1992,  although 
the  placement  of  individuals  supported  from  these  awards  must  await 
j    the  completion  of  their  training  which,  for  physicians,  takes  from  6 
to  7  years  following  the  initial  year  of  support.     About  175-180  of 
these  will  be  non- physicians  for  whom  the  training  period  is  much 
shorter.     We  expect  to  place  fewer  than  50  scholarship  obligors  in 
FY  1992  available  as  a  result  of  awards  made  in  previous  years. 

Question.     How  many  additional  HPSAs  would  be  eliminated  as  a 
result  of  the  program  expansions?    What  proportion  of  the  HPSAs 
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would  be  eliminated  in  rural  areas,  IHS  sites,  inner-city  areas,  of 
at  Federal  facilities? 

Answer.     For  the  current  year  there  are  over  200  scholarship 
HPOL  sites  of  which  73  percent  are  rural.     About  74  percent  of  the 
total  are  in  community  or  migrant  health  centers  20  percent  are  in 
on  IHS  reservations  and  6  percent  are  in  Bureau  of  Prisons 
facilities.     The  placement  of  NHSC  obligors  in  a  HPSA  to  repay  their 
service  obligation  would  not  contribute  to  the  de-designation  of 
that  HPSA.     In  fact,  an  obligor  can  only  fulfill  their  obligation  if 
they  serve  in  an  area  that  retains  its  HPSA  designation.     Only  if, 
after  the  service  obligation  is  completed,  the  former  NHSC  obligor 
chooses  to  continue  to  remain  and  deliver  health  care  in  that  HPSA, 
would  the  provider  be  counted  in  the  physician  to  population  ratio 
used  in  determining  the  HPSA  designation. 

Question.     How  much  additional  funding  would  be  required  for 
the  scholarship  and  loan  repayment  programs  to  eliminate  all 
existing  HPSAs  in  the  next  two  years? 

Answer.     The  assignment  of  obligated  providers  does  not 
eliminate  the  designation  but  would  provide  service  on  an  interim 
basis  until  a  provider  is  permanently  located  in  the  area.  ,  To 
recruit  the  necessary  number  of  obligors  to  reach  an  NHSC  field 
strength  by  the  end  of  FY  1993  equal  to  the  4,400  primary  care 
practitioners  required  in  HPSA's  would  cost  on  the  order  of  $250  to 
$300  million.     This  estimate  assumes  that  the  additional  primary 
care  providers  required  by  the  end  of  FY  1992  would  be  recruited 
under  the  NHSC  loan  repayment  program. 

It  is  not  reasonable  to  expect,  however,   that  the  only 
mechanism  that  would  provide  obligors  for  service  in  the  given  time 
frame,  the  loan  repayment  program,  would  be  sufficiently  attractive 
that  it  would  be  possible  to  recruit  and  assign  the  requisite  number 
of  providers  within  the  next  two  years  in  order  to  resolve  all  2,000 
primary  care  HPSA. 

The  request  before  you  will  permit  very  substantial  progress 
In  addressing  the  problem  of  health  provider  shortages  in  rural  and 
certain  urban  areas.     This  progress  will  accelerate  once  the  supply 
of  scholarship  obligors  is  reestablished.     However,  the  ultimate 
solution  to  the  problem  will  require  increased  retention  of  obligors 
after  the  obligation  has  completed,  attracting  non-obligated 
individuals,   the  restoration  of  the  scholarship  pipeline,  and  the 
expansion  of  the  State  loan  repayment  program  over  the  next  several 
years . 

Question.     What  have  recent  program  evaluations  indicated 
about  the  effectiveness  of  the  NHSC  programs? 

Answer.     Although  there  are  no  recent  formal  studies,   it  has 
been  learned  over  the  past  few  years  that  the  most  reliable  method 
of  attracting  health  professionals  is  the  scholarship  program  which 
has  now  been  reestablished  through  in  the  FY  1991  and  FY  1992 
budgets.     Other  approaches  which  have  been  emphasized  in  recent 
years,  such  as  the  Federal  and  State  loan  repayment  programs,  are 
demonstrating  their  success  in  attracting  providers  to  many  less 
hard  to  fill  underserved  areas.     We  expect  these  loan  repayment 
programs  to  become  more  attractive,  especially  to  physicians  with 
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educational  loan  balances  totalling  $85,000  or  more,  if  loan 
repayments  can  be  made  in  lump-sums  early  in  the  repayment  period 
which  will  dramatically  reduce  the  borrower's  outstanding  balances 
and  associated  interest. 

MATEEINAL  AND  CHILD  HEALTH 

Under  provisions  of  OBRA  89,  State  MCH  block  grant  programs 
are  required  to  improve  the  health  of  mothers  and  children 
consistent  with  the  Healthy  People  2000  national  health  goals  and 
objectives . 

Question.  What  steps  has  HRSA  taken  to  assure  that  States  are 
implementing  these  goals  and  objectives  in  their  MCH  programs? 

Answer.     OBRA  89  amendments  to  Title  V  of  the  Social  Security 
Act  significantly  changed  the  Maternal  and  Child  Health  (MCH)  Block 
Grant  program  to  improve  State's  planning  and  accountability  and  to 
make  it  consistent  with  the  Year  2000  health  goals  and  objectives. 

Among  the  changes  to  the  Block  grant  was  the  requirement  that 
the  States  submit  an  application  for  their  Block  grant  allocations. 
The  application,  among  other  requirements,  must  include  a  statewide 
needs  assessment  and  a  plan  for  meeting  the  identified  needs.  Upon 
enactment  of  the  legislation  the  Maternal  and  Child  Health  Bureau 
(MCHB)  quickly  prepared  and  issued  application  guidance  material  to 
the  States.     MCHB  provided  technical  assistance  to  the  States 
through  a  series  of  meetings  informing  the  States  of  the  new 
requirements  of  Title  V  and  providing  assistance  in  preparing  their 
applications.     The  Bureau  established  an  effective  system  to  ensure 
that  the  applications  were  received,  processed,  and  reviewed  in  time 
to  make  awards  at  the  beginning  of  the  fiscal  year,  when  funds 
became  available. 

Another  major  change  to  the  MCH  Block  Grant  program  is  the 
requirement  that  States,  beginning  in  FY  1992,  report  on  data  and 
information  describing  the  extent  to  which  the  State  has  met  the 
Year  2000  goals  and  objectives  for  maternal  and  child  health.  The 
MCHB  has  actively  engaged  the  States  in  assisting  them  to  meet  their 
reporting  requirements.     In  the  FY  1991  application  guidance  the 
MCHB  identified  explicit  data  elements  and  variables  for  which 
reporting  would  be  necessary  and  even  cited  known  source  of  data 
when  possible.     Many  of  the  States  provided  information  related  to 
their  plans  for  annual  reporting  in  FY  1991  and  identified  areas  in 
which  the  acquisition  of  data  would  be  difficult.     This  information 
has  been  utilized  by  MCHB  in  identifying  areas  in  which  technical 
assistance  in  the  data  area  will  be  required.     MCHB  staff  will  be 
conducting  on-site  technical  assistance  in  the  States  on  the 
reporting  requirements . 

STATE  OF  THE  UNION 

Dr.  Harmon,  I'd  like  you  to  present  the  Subcommittee  with  a 
picture  of  access  to  health  care  services  today.     I  understand  you 
have  a  map  that  shows  this  information. 

Question.     In  rural  areas  of  the  country  like  my  state,  is 
access  to  primary  care  services  getting  better  or  worse? 
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Answer.     Several  measures  available  to  us  indicate  that  access 
to  primary  care  services  in  rural  areas  may  not  be  improving  despite 
significant  increases  in  the  total  number  of  physicians  practicing 
in  the  nation.  In  1988,  urban  counties  had  almost  twice  the  number 
of  primary  care  physicians  per  10,000  persons  as  rural  counties  (8.7 
compared  to  5.5).     In  1988,  all  of  the  111  counties  (with  a  resident 
population  of  325,000)  with  no  M.D.  or  D.O.  were  rural.     In  that 
year  29  percent  of  all  rural  residents  were  living  in  federally 
designated  primary  care  Health  Manpower  Shortage  Areas,  compared 
with  only  9.2  percent  of  urban  residents.     Moreover,  from  1979  to 
1988,  when  the  number  of  active  physicians  increased  35  percent  in 
the  U.S.,  primary  care  physicians  practicing  in  the  most  vulnerable 
rural  communities  (those  with  10,000  or  fewer  people)  only  increased 
20  percent. 

.         ;      NATIONAL  HEALTH  SERVICE  CORPS 

Dr.  Harmon,  I  want  to  ask  you  some  questions  about  the 
National  Health  Service  Corps.     I  spent  a  lot  of  time  last  year  on 
the  legislation  reauthorizing  the  Corps,  and  in  my  position  as 
Chairman  of  this  Subcommittee,  provided  the  Corps  its  largest 
funding  increase  in  the  last  decade.     This  program  means  a  lot  to 
rural  states  like  mine,  and  I  want  to  make  sure  it's  fulfilling  its 
mission: 

Question.     Dr.  Harmon,  I've  been  told  that  the  single  most 
important  factor  that  influences  where  doctors  choose  to  practice 
has  to  do  with  where  they  are  trained.     Do  you  agree? 

Answer.     It  is  probably  the  most  important  single  factor,  yes. 

Question.     What  are  the  implications  for  states  like  mine  of 
spending  most  of  the  scholarship  funds  at  just  a  few  East  Coast 
schools? 

Answer.     Although  most  scholarship  awardees  did  attend  schools 
on  the  east  coast,  by  no  means  did  all  students,  and  certainly  not 
in  just  a  few  schools.       For  example,  of  the  13,800  scholars 
receiving  support,  800  attended  schools  in  California.     The  school 
which  had  the  largest  number  of  NHSC  scholars  is  Meharry  Medical 
College  in  Tennessee.     The  top  ten  schools  trained  only  about  20 
percent  of  the  total  number  of  obligors. 

However,  because  scholarship  obligors  must  be  assigned  to 
areas  of  highest  need,   they  select  assignment  from  a  list  of  sites 
developed  by  the  NHSC  based  on  an  assessment  of  need.     These  sites 
are  usually  remote  rural  or  underserved  urban  areas .     Therefore , 
during  the  period  of  obligated  service,  where  the  individual  is 
trained  is  of  lesser  influence  than  when  physicians  are  able  to  make 
choices  without  consideration  of  a  service  obligation.  The  long  term 
solution  to  the  problem  of  health  professional  shortages  in  States 
like  yours  depends  on  finding  ways  to  retain  practitioners  after 
their  obligation  is  complete. 

Question.     With  the  large  funding  increase  we  provided,  how 
many  positions  do  you  expect  to  fund  in  FY  91,  and  how  can  this 
Subcommittee  make  sure  that  Iowa  and  other  rural  states  get  their 
fair  share? 
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Answer.     We  expect  to  fund  over  400  scholarships  and  285  loan 
repayment  agreements  in  FY  1991.     With  regard  to  ensuring  that  Iowa 
and  other  rural  States  have  proportional  representation  in 
scholarship  awards  and  loan  repayment  agreements,  it  must  be 
recognized  that  such  awards  are  the  result  of  successful  individual 
applications.     Such  applications  are  evaluated  on  individual  merit, 
with  an  emphasis  on  a  commitment  to  primary  care  and  service  to  the 
underserved.     The  NHSC  program  supports  many  activities  designed  to 
make  all  medical  students  aware  of  opportunities  in  the  NHSC 
including  advertising  in  professional  journals;  supporting 
relationships  with  professional  organizations,  especially  health 
professions  student  organizations;  and  mail  campaigns  which  are 
directed  to  most  medical  students  across  the  country  by  name. 
Neither  the  recruitment  nor  the  selection  process  favors  any  State 
or  geographical  area  over  another,  but  depends  on  the  individual 
student  making  a  commitment  to  providing  the  kind  of  health  care 
required  by  the  NHSC  in  underserved  areas  and  successfully  competing 
for  available  funding,  which  as  you  mention,   in  FY  1991  is 
significantly  higher  than  in  recent  years. 

HEALTH  PROFESSIONS 

Dr.  Harmon,   for  years  there  have  been  severe  shortages  of 
health  professionals  in  many  inner-city  and  rural  areas.     And  I 
think  it's  no  coincidence  that  our  worst  infant  mortality  problems 
occur  in  those  same  places. 

I  raised  this  point  with  Dr.  Sullivan,  too.     It  seems  clear  to 
me  that  "Healthy  Start"  can't  have  a  'healthy  finish'  unless  we 
supply  enough  primary  care  doctors,  nurse  practitioners  and 
midwives,  and  physician  assistants  to  make  prenatal  care  available 
to  women  who  need  it . 

So  it's  curious  to  meet  that,  once  again,  no  funds  are 
proposed  for  most  health  professions  and  nurse  education  programs. 

Question.     Dr.  Harmon,  do  you  think  the  problem  of  having  too 
many  health  professionals  in  some  places  and  too  few  in  others  will 
sort  itself  out;  or  can  government  intervention  help? 

Answer.     The  overall  supply  of  health  professions  has  been 
increasing  over  the  last  twenty  years.     However,  not  all  areas  of 
the  country  have  benefitted  equally.     Shortages  of  health 
professionals  remain  in  many  inner-city  and  rural  areas.  Shortages 
also  remain  for  some  specialties  and  occupations,  especially  primary 
care  physicians,  nurses  and  several  allied  health  disciplines. 

Physician  supply  has  increased  rapidly  since  the  mid-1960s. 
Several  studies  by  researchers  at  RAND  and  others  argued  that  many 
of  the  less  well  served  counties  would  be  adequately  served  in  the 
future  as  the  results  of  the  increased  overall  supply  ("diffusion 
theory").     Although  there  is  some  evidence  of  the  "diffusion 
theory,"  many  of  the  underserved  rural  and  inner-city  areas  remain 
underserved.     For  example,  over  the  period  of  1975-1985,  physician- 
population  ratios  rose  almost  three  times  faster  for  the  Nation  than 
for  rural  areas,  despite  overall  rapid  growth  in  physician  supply. 

Support  for  health  professions  and  nursing  education  has 
produced  a  large  growth  in  overall  supply,  but  has  not  solved  these 
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rural  and  inner-city  problems  to  any  large  degree.     Our  budget 
request  reflects  the  need  for  government  intervention  to  address 
these  rural  and  inner-city  problems  through  programs  such  as  the 
National  Health  Service  Corps,  the  Health  Professions  Student  Loan 
Program,  and  assistance  to  minority  health  professions  students.  We 
are  also  putting  emphasis  on  service  programs  for  the  underserved 
and  disadvantaged  through  Community  Health  Centers  and  several  rural 
health  initiatives. 

Question.     Does  the  budget  proposal  before  us  reflect  your 
original  budget  request? 

Answer.     No.  The  following  table  reflects  HRSA's  original 
budget  request  to  the  Public  Health  Service  for  FY  1992: 


(Dollars  in  Thousands) 

Program  Amount 

Heal  (Guarantee  Limit-nonadd)   $120,000 

Minority/Disadvantaged  Representation   67,000  a/ 

Meeting  Year  2000  Public  Health  Objectives   15,000  a/ 

Primary  Care  Practitioners   55,000  a/ 

Service-Linked  Educational  Networks   AO, 000  a/ 

Quality  Assurance  Initiatives   5,000  a/ 

Health  Professions  Data  Systems   3,000 

Special  Minority/Disadvantaged  Health 

Professions  Student  Loan  Initiative   60.000 

Subtotal,  Bureau  of  Health  Professions......  245,000 

Nurse  Education: 

Faculty,  Administration  &  Other  Advanced 

Education   20,000  a/ 

Innovative  Joint-Education-Practice  Init- 
iatives  10,000 

,  Integrated  Nursing  Data  System   2,000 

Nurse  Minority/Disadvantaged  Representation.  7,000  a/ 

Nurse  Primary  Care   13,000  a/ 

Nurse  Practice  Quality  Assurance   5  . 000 

Subtotal,  Nurse  Education   57,000 

Total,  Bureau  of  Health  Professions  & 

Nurse  Education   $302,000 


a/  Cluster  authority  -  includes  previously  funded  individual 
programs . 

HEALTHY  START  INFANT  MORTALITY  INITIATIVE 

Dr.  Harmon,   the  budget  proposes  a  new  "targeted  infant 
mortality  initiative,"  for  10  cities.     When  the  Secretary  testified 
last  week,  he  told  us  to  expect  a  reprogramming  request  for  this 
initiative,  known  as  "Healthy  Start."     I'm  opposed  to  reprogramming 
MCH  block  grant  and  community  health  center  funds,  but  I  certainly 
do  support  addressing  the  infant  mortality  problems  in  cities  --  and 
in  rural  areas,  too. 
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Question.     The  details  of  the  Healthy  Start  proposal  have  been 
pretty  sketchy  so  far.     What  criteria  will  be  used  to  determine 
which  cities  are  funded? 

Answer.     The  Department  is  reviewing  the  final  eligibility 
criteria  which  will  then  be  published  in  the  Federal  Register.  The 
eligibility  criteria  have  been  designed  to  include  communities  with 
infant  mortality  rates  approximately  1.5  times  the  national  average 
with  a  large  enough  number  of  infant  deaths  to  allow  the  program  to 
have  a  significant  impact  on  infant  mortality.     At  the  same  time, 
communities  should  not  be  so  large  that  resources  cannot  be 
effectively  concentrated  and  managed. 

Question.     The  Secretary  and  Dr.  Mason  also  said  that  rural 
areas  will  be  eligible  to  compete  for  Healthy  Start.     How  much  will 
be  available  for  rural  areas,   and  what  characteristics  would  a 
successful  candidate  for  these  funds  have? 

Answer.     All  communities  meeting  the  threshold  eligibility 
criteria,  including  both  rural  and  urban  communities,  will  be 
allowed  to  compete  for  Heathy  Start  funding.     At  this  time,  no 
specific  dollar  amount  has  been  set  aside  for  either  rural  or  urban 
communities.     All  communities  must  meet  the  same  threshold 
eligibility  criteria.     In  addition,   applications  will  be  evaluated 
according  to  the  principles  of  the  Healthy  Start  Initiative, 
including  creativity,   innovation,   integration  and  collaboration. 

Question.     Will  Indian  reservations  also  be  eligible  for 
funds? 

Ans'^.'^r.     All  communities  meeting  the  threshold  eligibility 
criteria,   including  those  on  Indian  reservations,  will  be  allowed  , to 
compete  for  Healthy  Start  funding. 

OUTREACH  REDUCES  INFANT  MORTALITY 

Consistent  with  the  recommendation  of  the  Secretary's  National 
Advisory    Committee  on  Rural  Health  to  implement  federal  grant 
programs  to  promote  integration  and  coordination  of  services  in 
rural  areas,   I  set  aside  $20  million  in  the  FY  1991  Labor-HHS  bill 
for  rural  health  outreach  grants.     These  grants  help  get  health  and 
mental  health  services  to  people  who  aren't  getting  them  now. 

The  "Healthy  Start"  proposal  in  the  FY  1992  budget  is 
described  as  "an  aggressive  program  of  outreach,    . . .  linking  health 
departments,  comjnunity  health  centers,  State  maternal  and  child 
health  administrators,"  and  so  on.     It  sounds  a  lot  like  my  rural 
health  outreach  grant  program. 

Question.     Would  you  agree  that  coordination  and  outreach  can 
be  effective  to  reach  hard- to  -  serve  populations.     Could  it  be  useful 
as  a  tool  to  reduce  infant  mortality  and  improve  birth  outcomes? 

Answer.     We  believe  that  the  coordination  and  outreach 
activities  can  be  effective  in  bringing  needed  services  to  hard-to- 
reach  rural  populations.     We  have  announced  a  special  interest  in 
outreach  efforts  to  reduce  infant  mortality.     New  models  of  health 
care  delivery  for  pregnant  women  and  children  can  be  developed 
through  outreach. 
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Question.     Might  the  Rural  Health  Outreach  Grant  program  be 
effective  in  underserved  inner-cities  as  well  as  rural  areas? 

Answer.     The  Rural  Health  Outreach  Grant  program  has  been 
designed  to  address  the  special  needs  of  rural  areas  where  health 
care  resources  are  often  severely  limited  and  distances  between 
providers  are  great.     A  program  for  inner-cities  might  have 
different  requirements  and  priorities  because  providers  are  more 
concentrated  and  travel  distance  is  not  a  major  barrier  in  providing 
services.     However,  the  basic  concepts  of  outreach  and  coordination 
would  be  just  as  applicable  to  inner-cities  as  to  rural  areas. 

Question.     Given  the  similarities  of  the  Rural  Health  Outreach 
program  to  "Healthy  Start,"  why  are  rural  health  outreach  grants 
zeroed  out  of  your  FY  1992  budget? 

Answer.     "Healthy  Start"  is  a  separate  initiative  that  focuses 
exclusively  on  reducing  infant  mortality  and  improving  birth 
outcomes.     We  view  outreach  grant  program  as  a  one-time 
demonstration. 

AIDS  CARE 

Dr.  Harmon,  would  you  please  give  the  Committee  an  update  on 
the  Ryan  White  AIDS  Care  Act-- 

Question.     How  is  HRSA  going  to  coordinate  funding  under 
Titles  I,  II,  and  III  to  provide  the  maximum  care  coverage  with 
minimum  duplication? 

Answer.     The  HRSA  Administrator  holds  regular  HIV  Coordinating 
Committee  meetings  to  discuss  the  implementation  and  the 
coordination  of  the  Ryan  White  C.A.R.E.  Act  and  other  AIDS  related 
programs  throughout  the  Agency.     In  addition,   the  HRSA  Bureaus  and 
the  Associate  Administrator  for  AIDS  hold  regular  meetings  and 
continue  to  work  closely  together  to  foster  coordination  with  each 
other  to  implement  the  Ryan  White  C.A.R.E,  Act.  Implementation 
plans  are  submitted  and  reviewed  for  each  program  component. 
Program  notices,  guidances,  and  evaluation  and  research  plans  are 
submitted  and  reviewed  as  well. 

HRSA  has  developed  a  coordinated  technical  assistance  plan  and 
holds  regular  Technical  Assistance  Coordinating  Committee  meetings 
with  programs  involved  in  AIDS  services  and  training  to  ensure 
comprehensive  and  proficient  implementation  of  the  AIDS  programs 
through  prioritized,  timely  and  coordinated  provision  of  technical 
assistance  to  grantees  and  other  organizations  supporting  their 
efforts.     In  addition,  the  HRSA  utilizes  an  HIV  Data  Coordinating 
Committee  which  discusses  the  issues  of  coordinating  the  data 
collection  activities  and  is  in  the  process  of  the  developing  a  data 
collection  plan. 

Through  the  grants  mechanism,  HRSA  encourages  and  in  some 
cases  requires  demonstration  of  the  coordination  across  the  various 
programs  locally  and  statewide  as  well  as  with  current  HRSA 
grantees.     In  addition,  HRSA  has  been  holding  regular  meetings  with 
the  Centers  for  Disease  Control  to  coordinate  the  implementation  of 
the  respective  components  of  the  Title  III  programs.     HRSA  is  also 
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closely  coordinating  with  HCFA  to  ensure  that  the  requirements  for 
use  of  other  federal  dollars  are  met  through  the  implementation  of 
the  Ryan  White  C.A.R.E.  Act. 

COMMUNITY  HEALTH  CENTER  FUNDING 

This  Subcommittee  has  been  very  supportive  of  the  Community 
Health  Center  program.     I  want  to  know  how  well  our  funding  has 
affected  access  to  care  in  underserved  communities.     Taking  into 
account  basic  program  funds  as  well  as  additional  funds  provided  to 
health  centers  for  the  perinatal  initiative,  health  care  for  the 
homeless,  AIDS  treatment,  substance  abuse,  etc. 

Question.     How  much  was  appropriated,  how  many  centers  were 
supported  with  those  funds,  and  how  many  people  were  served  in 
FY  1981;  in  FY  1986;  and  in  FY  1991? 

Answer.     We  do  not  have  information  on  activities  funded  with 
FY  1991  appropriations  at  this  time.     The  following  table  represents 
information  on  the  "basic"  community  and  migrant  health  centers 
program  from  FY  1981  through  FY  1990.     The  information  follows: 

(Dollars  in  Millions) 


FY  1981 

FY  1985 

FY  1990 

Appropriation 

$367 

$427 

$506 

Number  of  Grantees 

765 

641 

554 

Number  of  Delivery  Sites 

1,275 

1,440 

1,500 

Number  of  Users  (000s) 

4,720 

5,000 

5,850 

Percent  of  Grant  to 
to  Total  Revenue 

50.1 

48.5 

43.0 

Funding  for  the  Comprehensive  Perinatal  Program  (CPCP) , 
included  above,  was  first  awarded  in  FY  1987.     These  funds  were 
provided  to  community  and  migrant  health  centers  to  improve  their 
ability  to  get  women  in  for  care  earlier  in  their  pregnancy  and;  to 
improve  their  ability  to  reach  out  to  persons  in  need  and  follow-up 
on  missed  appointments  to  insure  compliance. 

While  preliminary  data  is  beginning  to  point  in  the  direction 
of  more  positive  outcomes  for  the  perinatal  population  served  by 
centers  it  is  too  soon  to  evaluate  the  effect  of  community  based 
family  oriented  perinatal  systems  and  the  added  value  provided  by 
funding  under  the  perinatal  initiative.     Because  perinatal  funding 
was  provided  to  improve  outcomes  and  not  necessarily  to  reach  more 
patients,  the  user  figures  shown  above  for  FY  1990  includes  those 
users  cared  for  incorporating  perinatal  initiative  funding. 

In  addition  to  the  basic  community  health  center  grants,  shown 
above,  funds  are  provided  under  health  care  for  the  homeless,  109 
grantees  were  supported  with  an  appropriation  of  $35  million  in  FY 
1990.    Approximately  40  percent  of  the  funding  is  awarded  to 
community  and  migrant  centers.  In  FY  1990,  approximately  150 
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thousand  homeless  users  received  care  with  conununity  and  migrant 
health  centers  out  of  a  total  of  350,000  total  users.     Funding  for 
AIDS  treatment  in  FY  1990  was  approximately  $12  million.     Of  this 
amount,  $9.1  million  was  awarded  to  community  and  migrant  health 
centers. 

Other  additional  funding  for  substance  abuse  activities  in  FY 
1990  was  $9  million.     Of  this  amount  $4.5  million  was  awarded  to 
community  and  migrant  health  centers .     The  remainder  went  to 
entities  other  than  community  and  migrant  health  centers.     As  FY 
1990  was  the  first  year  in  which  funds  were  awarded,  we  do  not  have 
utilization  data  to  report  for  these  two  programs. 

Question.     How  many  new  starts  have  been  funded  in  the  last 
five  years? 

Answer.     The  last  open  competitions  for  grantees  to  serve 
previously  unserved  areas  were  in  FY's  1986  and  1987  during  which  23 
new  grantees  were  funded.     Since  that  time  there  have  been  no 
increases  to  support  expansion  to  unserved  areas  and  therefore  no 
new  starts  to  new  areas. 

As  previously  stated,  there  have  been,  over  the  last  several 
years,  significant  funding  increases  for  special  purposes. 

Funding  of  the  CPCP  program,  AIDS  treatment  and  substance 
abuse  activities  have  provide  significant  increases  in  funding  for 
some  centers,  but  these  funds  have  not  been  available  to  support 
expansions  of  basic  community  and  migrant  health  center  services  to 
previously  unserved  areas. 

Question.  I  learned  just  recently  that  HRSA  has  not  allowed 
competitive  bidding  of  community  health  center  funds  --in  spite  of 
a  Department  requirement  for  competitive  bidding.  This  letter  to 
you,  Dr.  Harmon,  from  the  General  Accounting  Office,  dated  March  8, 
1991,  notes  that  competitive  bidding  can  improve  services,  increase 
productivity  and  the  effectiveness  of  the  program,  and  lower  costs. 
That  might  free  up  some  funds  for  new  starts. 

What  is  your  response  to  this  letter,  and  what  steps  are  you 
planning  that  will  bring  the  CHC  program  into  compliance  with  the 
Department's  rules  on  competitive  bidding? 

Answer.     The  Community  and  Migrant  Health  Center  (C/MHC) 
Programs  are  already  in  compliance  with  Departmental  requirements 
for  competition  in  assistance  programs.     Public  Health  Service  (PHS) 
Grants  Administration  Manual  states  that  program  administrators  have 
the  authority  to  determine  the  extent  of  competition,  which  may  be 
"maximum",   "limited",  or  "single  source",  subject  to  the  approval  of 
the  PHS  agency  head,  or  a  designee  at  the  agency  level  who  reports 
directly  to  the  agency  head.     The  decision  by  the  Director  of  the 
Bureau  of  Health  Care  Delivery  and  Assistance  (BHCDA)  to  limit  C/MHC 
competition  in  fiscal  years  1989  and  1990  to  existing  grantees,  and 
my  concurrence,  were  reflected  in  the  program  announcements  which 
were  cleared  through  PHS,  the  Office  of  the  Secretary,  and  the 
Office  of  Management  and  Budget  (0MB) . 

The  promotion  of  competition  must  be  achieved  within  the 
context  of  fulfilling  program  goals  and  objectives,  and  both  the 
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Congress  and  the  0MB  have  enunciated  this  position.     The  Federal 
Grant  and  Cooperative  Agreement  Act  of  1977  encourages  competition 
in  the  award  of  grants  and  cooperative  agreements,  but  only  where 
deemed  appropriate.     Guidance  from  0MB  also  encourages  agencies  to 
maximize  competition  in  the  award  of  financial  assistance,  with  the 
qualification  that  it  be  in  consonance  with  program,  purposes.  Thus, 
the  foundation  for  Federal  competition  policies  contains  no  absolute 
requirement  for  competition,  acknowledging  that  competition  would 
sometimes  conflict  with  the  responsible  management  of  programs. 

The  justification  for  limiting  C/MHC  competition  has  been 
based  on  an  assessment  of  Congressional  intent  coupled  with  an 
expert  knowledge  of  the  requirements  for  the  operation  of  a  sound 
health  care  delivery  system.     It  is  statutorily  mandated  that  the 
comprehensive  services  provided  by  health  centers  to  medically 
underserved  populations  be  available  in  a  manner  which  assures 
continuity.     Factors  which  weighed  heavily  in  the  decision  to  limit 
competition  included,  but  were  not  limited  to: 

the  FY  1989  Senate  Subcommittee  report  stating  the  expectation 
that  all  funds  would  be  awarded  to  existing  centers; 

the  continuation  of  all  centers  which  were  performing 
satisfactorily  was  consistent  with  regional.  State,  and  local 
strategies  for  addressing  weaknesses  or  failures  in  the  health 
care  service  delivery  system; 

continuity  of  care  is  critical  to  the  success  of  health 
service  activities,  and  organizational  stability  is  a  crucial 
factor  in  the  recruitment  an  retention  of  health  care 
professionals  and  other  center  staff; 

establishment  and  maintenance  of  the  strong  relationships  and 
shared  responsibilities  necessary  for  the  achievement  of  a 
healthier  America  requires  coordination  and  coalition-building 
at  the  community  level,  which  occurs  incrementally  over  a 
period  of  years;  and, 

turnover  is  disruptive  to  the  patients  and  is  costly,  given 
the  loss  of  return  on  the  Federal  investment  in  existing 
centers  and  start  up  costs  of  new  centers;  some  of  the  most 
important  benefits  of  technical  assistance,  consultation  and 
training  provided  to  C/MHCs  are  obtained  years  later;  and 
equipment  and  facilities  in  which  there  is  a  Federal 
reversionary  interest  are  seldom  readily  transferable. 

There  is  a  collaborative  effort  now  underway  within  the  PHS, 
which  may  become  Department -wide ,  to  more  accurately  reflect  in  the 
PHS  Grants  Administration  Manual  the  requirements  of  responsible 
grants  administration  relative  to  service  delivery  programs. 
Competition  is  one  of  the  elements  which  is  being  reviewed,  and 
guidance  regarding  this  matter  is  being  drafted  for  inclusion  in  the 
manual . 

TARGETED  PERINATAL  INITIATIVE  NEEDS  WORK 

We  received  a  report  from  Inspector  General  Kusserow  last  week 
about  the  Comprehensive  Perinatal  Care  Program  we've  funded  to 
combat  infant  mortality  through  community  and  migrant  health 
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centers.     I  was  very  disappointed  to  learn  that  25  percent  of  the 
funds  appropriated  for  that  Initiative  were  awarded  to  health 
centers  in  areas  that  don't  have  particularly  high  infant  mortality 
rates.     And  that  cities  accounting  for  40  percent  of  infant  deaths, 
and  60  percent  of  black  infant  deaths,  were  not  eligible  for  these 
funds  because  they  don't  have  community  or  migrant  health  centers. 

Question.     What  steps  has  HRSA  taken  to  ensure  that  funds  for 
this  initiative  will  be  targeted  to  the  areas  that  need  them  the 
most?    Do  you  agree  with  Inspector  General  Kusserow  that  targeting 
infant  mortality  funds  to  other  health  care  providers  in  addition  to 
community  health  centers  could  help  reduce  high  infant  mortality  in 
target  areas? 

Answer.     We  agree  that  targeting,  as  has  increasingly  been 
done  over  the  period  of  the  operation  of  the  Comprehensive  Perinatal 
Care  Program  (CPCP) ,  is  essential  in  efforts  to  reduce  infant 
mortality.     The  Healthy  Start  Initiative  will  build  on  the  success 
of  CPCP  and  will  broaden  the  scope  of  the  effort  and  t^e 
participation  of  providers  and  service  agencies  beyond  the  community 
and  migrant  health  center  primary  care  system. 

To  ensure  that  funds  are  targeted  to  the  areas  of  greatest 
need,  applications  must  be  made  for  a  geographically  defined 
community,  either  urban  or  rural,  where  problems  are  most  severe, 
where  resources  can  be  concentrated,  implementation  managed,  and 
progress  measured. 

The  existing  CPCP,  which  was  initiated  in  1987,  reinforced  the 
importance  of  the  perinatal  lifecycle  and  the  provision  of  essential 
services  like  outreach/case  finding  and  referral/linkages.  This 
initiative  earmarked  Section  330  funds  specifically  for  enhanced 
services  in  already  funded  Community  and  Migrant  Health  Centers 
(C/MHCs),  where  efforts  and  resources  were  already  focused  on 
providing  comprehensive,  continuous,  and  coordinated  primary  care 
services  to  underserved  populations .     This  care  includes  perinatal 
care  as  well  as  care  throughout  a  child's  life,  including  pediatric, 
adolescent,  adult  and  geriatric  primary  care  services.     In  order  to 
compete  for  the  earmarked  funds,  centers  were  required  to  have 
viable  perinatal  programs  which  they  wanted  to  enhance. 

The  populations  served  by  C/MHCs  include  a  high  proportion  of 
women  at  risk  for  poor  pregnancy  outcomes,  such  as  minorities, 
migrant  women,  teenagers,  new  immigrants,  and  women  living  in 
poverty.     Many  are  in  two  or  more  of  these  high  risk  groups,  and 
early  detection  and  management  of  risk  factors  such  as  alcohol  and 
drug  abuse,  smoking,  and  poor  nutrition  are  critical. 

Infant  mortality  rates  vary  substantially  among  and  within 
States  and  counties.     Since  infant  mortality  is  generally  calculated 
as  a  county  rate,  the  overall  Infant  mortality  rate  will  take  on  the 
characteristic  of  the  dominant  population  group.     A  county  with  a 
predominantly  white  population  will  generally  skew  the  minority 
infant  mortality  rate.    An  example  is  a  county  in  Maryland  with  an 
overall  infant  mortality  rate  of  9.0,  while  the  black  infant 
mortality  rate  is  20.4,  well  over  twice  the  infant  mortality  rate  of 
7.8  for  white  babies. 
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C/MHCs  are  encouraged  to  document  their  specific  service  area 
infant  mortality  rate.     However,   it  is  extremely  difficult  to 
measure  infant  mortality  in  geographic  areas  with  small  populations, 
or  in  a  very  specific  area  within  a  large  community.     Because  of 
these  difficulties,   the  HRSA  is  working  with  other  Federal  and 
private  agencies  to  develop  a  sound  methodology  to  evaluate  the 
health  status  in  these  populations. 

Current  activities  include  studies  to  refine  "Small  Area 
Analysis"  for  use  by  C/MHCs  to  measure  health  status  indicators, 
like  infant  mortality.     We  believe  this  analysis  will  provide  better 
measures  for  currently  funded  centers  to  do  an  even  better  job  of 
targeting  populations  within  their  service  areas.     Further,  these 
measures  will  be  useful  in  assisting  newly  funded  programs  under 
"Healthy  Start"  to  target  areas  and  populations  most  in  need  of 
services . 

HEAL 

Question.     Please  provide  the  Committee  with  an  update  on  the 
HEAL  loan  program,   including  the  current  funds  available  for  loan, 
funds  available  in  the  SLIF  for  repayment  of  defaulted  loans,  and 
suggested  alternatives  to  the  HEAL  loan  available  to  students  of 
health  professions. 

Answer.     HEAL  borrowing  for  FY  1991  is  set  by  the  FY  1991 
appropriations  at  $260  million.     The  Student  Loan  Insurance  Fund 
(SLIF)  currently  has  $36.1  million  available  for  payment  of 
defaults,  including  the  $25  million  appropriated  in  FY  1990.  The 
Department  anticipates  ending  FY  1991  with  a  SLIF  balance  of  $17.7 
million.     As  part  of  credit  reform,  the  Administration  has  requested 
appropriations  of  $35.5  million  to  pay  defaults  arising  in  FY  1992, 
and  $21.8  million  to  pay  future  defaults  on  loans  made  in  FY  1992. 

With  regard  to  alternatives  to  HEAL,  the  Administration 
proposes  to  increase  scholarship  and  low  interest  loan  support  for 
disadvantaged/minority  students.     The  FY  1992  budget  requests  an 
increase  of  $1.1  million  for  the  Exceptional  Financial  Need 
scholarship  program  (including  the  Financial  Assistance  for 
Disadvantaged  Students  program)  and  $5  million  for  the  National 
Health  Service  Corps  Recruitment  program.     The  budget  also  requests 
$15  million  to  recapitalize  the  Health  Professions  Student  Loan 
program. 

Further  assistance  to  middle  income/disadvantaged  borrowers  no 
longer  eligible  for  HEAL  would  be  provided  through  the  Department  of 
Education's  proposed  increased  borrowing  limits  for  the  Supplemental 
Loans  for  Students  program.     The  Administration  has  proposed  that 
the  individual  borrowing  limit  for  this  program  be  increased  from 
$4,000  per  year  to  $10,000  per  year.     In  addition,  preliminary 
communications  with  private  loan  sources  indicate  that  private 
entities  might  be  available  to  provide  loans  to  borrowers  no  longer 
eligible  for  HEAL. 

NATIONAL  PRACTITIONER  DATA  BANK 

Question.    HRSA  recently  proposed  tripling  the  fee  for  data 
bank  inquiries.     What  is  the  basis  for  this  request? 
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Answer.     The  July  24,  1990  Federal  Register  announcement 
indicated  that  the  user  fee  would  be  reviewed  periodically  and 
revised  as  necessary,  based  upon  experience.     A  reassessment  of  the 
costs  related  to  processing  requests  for  disclosure  of  data  bank 
information  and  of  providing  such  information  indicates  that 
revenues  generated  through  application  of  the  $2  fee  are  not 
sufficient  to  cover  the  present  transaction  processing  costs.  This 
determination  was  based  on  a  review  of  actual  operating  costs  during 
the  first  four  months  of  the  data  bank's  operation.     This  review 
shows  that  the  number  of  staff  and  the  amount  of  staff  time  needed 
to  process  a  transaction  are  significantly  greater  than  what  was 
originally  projected.     Based  on  revised  cost  estimates,  the 
Department  is  increasing  the  user  fee  to  $6  per  request.  In 
determining  the  amount  of  the  $6  user  fee,  HRSA  applied  the  criteria 
set  forth  in  section  60.12(b)  of  the  regulations.     The  criteria 
include  such  cost  factors  as  electronic  data  processing  time, 
equipment,  materials,  operators  or  other  employees;  and  preparation 
of  report  materials,  photocopying,  postage,  and  personnel. 

Question.     If  provided,  would  the  increase  provide  full 
funding  for  data  bank  operations  in  FY  1992?     If  not,  what  are  the 
estimated  operating  costs  for  the  data  bank? 

Answer.     The  $6  user  fee  will  fully  fund  data  bank  operations 
in  FY  1992  provided  that  the  Administration's  proposed  bill  language 
is  adopted  which  specifies  that  user  fees  cover  the  full  cost  of 
operating  the  data  bank.  , 

The  FY  1992  budget  proposes  $5  million  to  operate  the  data 
bank.     At  $6  per  query,  the  data  bank  must  receive  approximately 
833,300  paid  queries  to  collect  $5  million.     The  $5  million  will 
fully  fund  current  operations ,  but  does  not  include  development 
costs  associated  with  needed  technology  improvements  or 
implementation  of  Section  5  of  the  Medicare  and  Medicaid  Patient  and 
Program  Protection  Act  of  1987,  as  amended. 


Question.     Recent  legislation  mandated  that  Federal  Qualified 
Health  Centers  be  reimbursed  at  reasonable  cost  under  Medicare  and 
Medicaid.     Please  provide  the  Committee  with  any  cost-estimates  of 
these  proposals,  and  how  they  are  expected  to  impact  health  centers* 
finances. 

Answer.     The  following  estimates  were  provided  by  the  HCFA 
Office  of  the  Actuary: 


HEALTH  CENTERS 


$  in  Millions 


FY 


Cost 


1992 
1993 
1994 
1995 
1996 


$30 
40 
45 
50 
55 


The  economic  assumptions  are  those  used  in  the  FY  1992 
President's  Budget. 
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HCFA  estimates  that  the  Medicaid  provision  in  OBRA  89  will 
increase  Federal  Medicaid  expenditures  by  $5  million.     To  the  extent 
that  these  funds  represent  increased  payment  for  services,  FQHCs 
will  be  able  to  use  the  additional  payments  to  extend  services  to 
additional  individuals  without  adequate  finances  or  insurance 
coverage. 

Question.     Who  is  responsible  for  utilization  review  --  HCFA, 
HRSA,  or  Medicare  carriers? 

Answer.     The  review  will  be  carried  out  by  HCFA's  Fiscal 
Intermediaries.     Decisions  regarding  the  specific  requirements  for 
FQHCs  under  Medicare  have  not  yet  been  finalized.     Staff  are 
currently  working  on  draft  regulations  for  Medicare's  FQHC  benefit. 
This  undertaking  is  being  closely  coordinated  with  the  Health 
Resources  and  Services  Administration  in  the  Public  Health  Service. 
Because  of  the  number  of  organizations  involved  in  the  deliberative 
process,  details  on  the  policies  that  will  be  employed  in 
administering  the  FQHC  benefit  are  not  yet  available. 

We  have  not  yet  developed  specific  utilization  review 
standards  for  related  entities,  such  as  Federally  Funded  Health 
Centers  or  Rural  Health  Clinics,  under  the  Medicare  program.  These 
entities  fall  under  the  federal  utilization  review  criteria  employed 
by  our  Medicare  Contractors. 

We  have,  however,  specified  minimujn  utilization  thresholds, 
called  productivity  screens,  to  be  employed  in  determining 
reasonableness  of  Medicare  reimbursable  costs  for  rural  health 
clinic  services.     The  current  screens  require  that  a  rural  health 
clinic  provide  6,300  visits  per  year  for  each  full- time -equivalent 
health  care  term  (one  physician  and  one  nurse  practitioner  or 
physician  assistant). 

We  are  looking  at  the  policies  employed  in  these  related 
programs  in  developing  FQHC  provisions.     Where  the  policies  have 
been  successful  and  do  not  conflict  with  the  intent  of  the  FQHC 
statute,  we  will  be  considering  the  value  of  adapting  the  policy  to 
the  FQHC  environment. 

With  regard  to  Medicaid,  State  Medicaid  agencies  are 
responsible  for  review  of  the  utilization  of  services  under  the 
surveillance  and  utilization  review  (S/UR)  process.     Under  this 
process,  States  are  responsible  for  development  and  implementation 
of  a  program  that  safeguards  against  unnecessary  use  of  Medicaid 
services  and  excess  payments,  and  assesses  the  quality  of  services 
provided  to  Medicaid  recipients. 

Question.     Several  recent  reports  suggest  that  caps  on  Federal 
Medicaid  payments  are  being  instituted  in  some  areas,  thereby 
limited  health  centers'  reimbursement  in  spite  of  the  law  requiring 
cost-based  payment.     Does  the  Administration  support  spending  caps 
or  any  other  type  of  payment  limitation,  as  has  been  reported? 

Answer.     With  respect  to  the  Medicaid  program,  HCFA  policy  has 
been  that  States  have  flexibility,  until  Federal  regulations  are 
promulgated,  to  define  a  reasonable  cost  payment  system  for  FQHC 
services.     These  methods  may  contain  limits  on  the  amount  of  costs 
that  States  will  recognize  as  reasonable.     The  issue  of  Federally- 
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caps  will  be  addressed  in  HCFA's  regulations  on  FQHC  pa3niients .  We 
expect  to  publish  these  rules  this  summer. 

We  do  not  think  reasonable  limits  on  costs  are  Inconsistent 
with  the  statute  providing  for  FQHC  payments. 

HEALTH  PROFESSIONS 

Once  again,  the  budget  proposes  to  eliminate  all  funding  for 
health  professions  programs,  except  for  programs  for  minority 
students  and  institutions. 

Question.     What  is  the  basis  for  these  proposed  cuts? 

Answer.     Very  difficult  choices  among  priorities  for  Federal 
funds  must  be  made  in  order  to  meet  budget  targets  for  the  FY  1992 
budget  request.     The  FY  1992  proposed  budget  request  would  provide  a 
well  balanced  approach  to  addressing  the  disparities  in  the  health 
status  of  minorities  and  their  underrepresentation  in  the  health 
professions,  and  represents  BHPr's  highest  priority. 

Question.     What  evidence  exists  that  minority  and  disadvantaged 
health  professionals  who  have  received  educational  assistance 
through  these  initiatives  are  more  likely  to  serve  in  HPSAs? 

Answer.     A  1985  study  by  Stephen  N.  Keith,  et  al.  and  published 
as  a  Special  Article  in  The  New  England  Journal  of  Medicine 
(December  12,  1985)  entitled:     Effects  of  Affirmative  Action  in 
Medical  Schools  (pages  1519-1525)  found  that  significantly  more 
minority  physicians  than  nonminority  physicians  (12  percent  vs.  6 
percent)  practiced  in  locations  designed  as  health  manpower  shortage 
areas  by  the  Federal  Government  and  had  more  Medicaid  recipients  in 
their  patient  populations  (31  percent  for  blacks,  24  percent  for 
hispanics,  and  14  percent  for  whites).     A  mid-1970s  study  of 
treatment  practices  of  black  and  white  physicians  indicated  that 
89  percent  of  all  black  patient  visits  were  to  non-black  physicians. 
However,  the  patients  of  black  physicians  were  predominantly  black 
(87  percent).     It  is  estimated  that  these  Indicators  are  similar  for 
hispanics  on  whom  data  is  not  available. 

In  addition  to  the  fact  that  a  significant  number  of  minority 
students  tend  toward  primary  care  specialties,  they  also  account  for 
more  than  50  percent  of  the  Exceptional  Financial  Need  Scholarship 
recipients.     This  combination  makes  them  particularly  strong 
candidates  for  the  National  Health  Service  Corps  (NHSC) . 

Question.     Are  the  numbers  of  minorities  in  health  professions 
representative  of  the  proportion  of  minorities  in  the  population? 

Answer.     With  regard  to  Asians,   the  proportion  of  Asian  health 
care  practitioners  is  representative  of  their  proportion  of  the 
general  population. 

With  regard  to  the  proportion  of  Black,  Hispanic  and  American 
Indian  health  care  providers,  the  percentages  remain  significantly 
below  percentages  of  these  groups  in  the  general  population.  In 
1985  Blacks  and  Hispanics  constituted  about  3  percent  each  of 
physicians  and  2.7  percent  and  1.7  percent  respectively  of  dentists. 
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These  same  groups  were  12  percent  and  7  percent  respectively  of  the 
general  population.     Figures  are  unavailable  for  American  Indians. 

HEALTH  PROFESSIONS  PROGRAMS 

Question.     Please  provide  to  the  Committee  detailed 
information  for  FY  1988,  FY  1989,  and  FY  1990  on  the  number  of 
applications  made,  the  number  approved,  and  the  number  of  grants 
funded  for  each  health  professions  and  nurse  training  account. 

Answer.     The  information  requested  follows. 
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Question.     In  total,  what  funds  are  available  to  medical 
students,  dental  students,  nursing,  and  allied  health  programs  and 
students? 

Answer.     The  FY  1992  BHPr  budget  request  provides  $40.3 
million  for  student  assistance  and  includes:     $17  million  for  the 
Exceptional  Financial  Need  Scholarships;  $8.3  million  for 
Scholarships  for  Disadvantaged  Students;  and  $15  million  for  new 
capital  contribution  to  the  Health  Profession  Student  Loan  program. 
Also  available  is  $185  million  from  the  Health  Education  Assistance 
Loan  program  and  approximately  $78  million  in  the  Health  Profession 
Student  and  Nursing  Student  Loan  programs  revolving  fund. 

Question.     What  is  the  definition  of  the  term  "disadvantaged" 
in  Title  VII  and  VIII  authorizations  used  by  HRSA?    Has  there  been 
any  change  during  the  past  several  years  in  the  definition,  or  in 
the  weight  or  preference  given  to  "disadvantaged"  students? 

Answer.     The  HRSA  is  in  the  process  of  redefining  the  term 
"disadvantaged".     A  proposed  redefinition  will  be  published  in  the 
Program  Announcement  (Federal  Register  Notice)  for  each  of  the 
relevant  programs.     In  each  announcement  interested  persons  will  be 
invited  to  comment  on  the  proposed  redefinition.     All  comments 
received  will  be  considered  before  the  final  redefinition  is 
established. 

The  current  definition  for  the  terra  "disadvantaged"  is  as  follows: 

"(1)  Comes  from  an  environment  that  has  inhibited  the 
individual  from  obtaining  the  knowledge,  skill,  and  abilities 
required  to  enroll  in  and  graduate  from  a  health  professions 
school,  or  from  a  program  providing  education  or  training  in 
an  allied  health  profession;  or 

(2)  Comes  from  a  family  with  an  annual  income  below  a  level 
based  on  low  income  thresholds  according  to  family  size 
published  by  the  U.S.  Bureau  of  the  Census,  adjusted  annually 
for  changes  in  the  Consumer  Price  Index,  and  adjusted  by  the 
Secretary  for  use  in  all  health  professions  programs.  The 
Secretary  will  periodically  publish  these  income  levels  in  the 
FEDERAL  REGISTER." 

[45  FR  73052,  Nov.  4,  1980,  as  amended  at  47  FR  54438,  Dec.  3, 
1992] 

Question.     Please  provide  the  Committee  with  detailed 
information  on  which  schools  are  receiving  funds  from  health 
professions  programs  targeted  to  disadvantaged  students. 

Answer.     The  information  was  provided  to  the  Committee. 

ORGAN  TRANSPLANT  DIVISION 

A  very  disturbing  Inspector  General's  report  notes  that  blacks 
wait  nearly  twice  as  long  for  donated  kidneys  as  whites  13.9 
months  as  opposed  to  7.6  months.    And  while  there  are  fewer  black 
organ  donors,  the  relative  risk  of  end- stage  renal  disease  is  about 
fourfold  higher  for  blacks  than  for  whites.     Clearly,  we  need  to  pay 
much  more  attention  to  these  organ  transplant  issues . 
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A  recent  evaluation  of  the  United  Network  for  Organ  Sharing 
(UNOS)  conducted  by  Abt  Associates  found  that  UNOS  has  been  unable 
to  monitor  and  enforce  appropriate  allocations  of  organs. 

Question.     What  actions  has  HRSA  taken  in  response  to  these 
reports? 

Answer.     The  Department  is  requiring  that  the  contractor  for 
the  Organ  Procurement  and  Transplantation  Network  (OPTN) ,  UNOS, 
further  study  the  medical  and  non-medical  reasons  for  the  disparity 
in  transplantation  waiting  list  waiting  times  for  transplantation. 
This  study  is  due  to  be  completed  during  this  fiscal  year.  In 
addition,   the  Assistant  Secretary  for  Planning  and  Evaluation  is 
supporting  a  followup  study  to  the  Inspector  General's  report  under 
contract  with  the  Rand  Corporation.     Data  will  be  provided  by  UNOS 
to  the  Rand  Corporation  by  April  and  July  of  1991.  Anticipated 
completion  of  the  study  will  be  in  late  1991. 

Regarding  enforcement  of  organ  allocation  policies,  Section 
1138  of  the  Social  Security  Act  makes  membership  in  UNOS  and 
compliance  with  its  rules  and  requirements  mandatory  for  transplant 
hospitals  and  organ  procurement  organizations  (OPOs) .     The  penalty 
for  non-compliance  with  membership  requirements  is  loss  of  Medicare 
and  Medicaid  reimbursement  for  the  entire  hospital.     As  a  result, 
UNOS  policies  have  the  same  effect  as  Medicare  conditions  of 
participation.     Consequently,  the  Department  has  determined  that  all 
mandatory  UNOS  policies  are  subject  to  the  Federal  rulemaking 
process  and  must  be  codified  as  Federal  regulations  before  they  can 
be  enforceable.     A  Notice  of  Proposed  Rule  Making  (NPRM)  is 
currently  undergoing  Departmental  clearance  but  until  it  is 
published  in  final,  membership  in  the  OPTN  and  conformance  with  its 
policies  is  voluntary. 

With  respect  to  the  Abt  Report,  many  of  the  recommendations 
Included  in  the  report  were  incorporated  in  the  new  OPTN  contract 
which  was  signed  at  the  end  FY  1990.     Among  the  recommendations 
included  were  data  verification  and  compliance  monitoring,     HRSA  is 
working  with  UNOS  in  the  implementation  of  these  new  systems. 

Question.     The  Abt  Associates  report  recommends  that  the 
HRSA's  Division  of  Organ  Transplantation  should  focus  on  improving 
donation  rates,  transplantation  outcomes,  cutting  costs,  and 
increasing  access  to  organs  for  minorities  and  rural  patients. 
What  suggestions  do  you  have  to  achieve  these  goals? 

Answer.     There  are  also  three  current  contracts  within  the 
Division  of  Organ  Transplantation  with  objectives  to  educate  the 
Black  community  about  organ  transplantation,  and  in  the  longer  run, 
to  increase  minority  organ  donation.     These  contracts  specifically 
aim  to:   (1)  find  and  disseminate  successful  public  education  efforts 
directed  toward  the  Black  population,   (2)  develop  a  culturally- 
sensitive  education  program  for  organ  donation  requestors,  and  (3) 
train  Black  clergy  to  educate  their  congregations  about  organ 
donation  and  transplantation. 

In  addition,  the  Division's  grant  program  continues  to  focus 
on  projects  that  lead  to  greater  participation  of  minority 
communities  in  organ  donation  and  transplantation. 
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Question.     Given  the  work  established  for  the  Division  of 
Organ  Transplant,  how  can  you  justify  a  funding  cut? 

Answer.     The  Division  of  Organ  Transplantation  has  coordinated 
the  establishment  of  a  consortium  of  organizations  interested  in 
organ  donation  with  the  goal  of  consolidating  and  coordinating  organ 
donor  awareness  activities.     This  collaboration  is  expected  to  be  a 
most  effective  mechanism  for  ensuring  consistency  in  organ  donation 
efforts  and  in  reducing  costly  and  often  confusing  public  and 
professional  education  efforts. 

NATIONAL  HEALTH  SERVICE  CORPS 

Question.  Specifically,  how  is  the  Division  of  National 
Health  Service  Corps  implementing  the  requirement  to  spend  10 
percent  of  funds  on  non-physician  health  providers? 

Answer.     The  Department  will  comply  with  the  legislative 
requirement  by  allocating  at  least  10  percent  of  the  funding  for  new 
scholarships  for  non- physicians  such  as  nurse  practitioner,  nurse 
midwife,  and  physician  assistants. 

Question.     How  many  scholarships  will  be  given  to  non- 
physician  providers  in  FY  1991,  and  how  many  are  proposed  for 
FY  1992?  '  . 

Answer.     In  FY  1991  and  FY  1992  we  estimate  that  approximately 
160  and  180  non-physician  health  providers,  respectively,  will  be 
supported. 

;    •  ;v  NURSE  LOAN  REPAYMENT 

The  Committee  has  requested  an  evaluation  of  the  two  nursing 
loan  repayment  programs  funded  over  the  past  two  years,  those 
authorized  by  Sections  836(h)  and  847  of  the  Public  Health  Service 
Act. 

Question.     Please  provide  that  report  for  the  Committee,  and 
summarize  its  findings. 

Answer.     The  report  is  currently  being  finalized  and  will  be 
submitted  soon.     In  summary,  an  evaluation  of  the  two  programs 
indicates  that  the  direct  loan  program  would  only  require  about 
$100,000  of  the  $700,000  recommended  for  this  program  in  FY  1991. 
With  regard  to  the  836(H)  program,  as  of  April  25,  1991  we  have 
approved  applications  totalling  $794,973.     Applications  are  still 
being  received,  with  one  more  review  cycle  planned  for  on/ about 
July  1,  1991. 

HIV 

Question.     Dr.  Harmon,  how  much  money  did  HRSA  request  of  the 
Assistant  Secretary  for  HIV  programs,  as  compared  to  the  final  level 
forwarded  in  the  President's  budget?     If  it  was  more,  what  program 
areas  were  cut  to  meet  the  President's  level? 

Answer.     Our  request  to  the  Assistant  Secretary  for  the  HIV 
programs  was  $197,649,000  which  was  less  than  the  President's 
Budget. 
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QUESTIONS  SUBMITTTED  BY  SENATOR  ARLEN  SPECTER 

HEALTH  PROFESSIONS 

Question.     Dr.  Harmon,   in  your  professional  judgment  have  the 
shortages  of  trained  health  care  professionals,  such  as  nurses,  been 
eliminated?     If  not,  how  can  the  elimination  of  the  majority  of 
health  professions  training  program  be  justified? 

Answer.     The  overall  National  supply  of  physicians  appears  to 
be  more  than  adequate.     However,   there  appear  to  be  shortages  of 
general  and  family  practitioners  as  well  as  obstetricians.  Rural 
and  inner  cities  are  also  having  difficulties  obtaining  physician 
services. 

The  latest  available  data  from  surveys  of  employers  in  various 
fields  of  registered  nurse  employment  suggest  a  continuing  high 
level  of  budgeted  vacant  positions.     Based  on  these  data  there  may 
be  about  126,000-158,000  additional  full-time  equivalent  registered 
nurses  needed,  although  in  March  1988,  more  nurses  were  employed 
than  ever  before  --  1.627  million  (1.363  full-time  equivalent 
registered  nurses).     Also,  proportionately  more  nurses,  80  percent, 
were  in  the  work  force  more  than  ever  before.     Secretary  Bowen's 
Commission  on  Nursing  assessed  the  cause  of  the  nursing  shortage  as 
stemming  from  the  increases  in  employer  demand  which  could  not  be 
satisfied  by  the  available  supply. 

Data  for  allied  and  public  health  disciplines  is  much  less 
reliable.     However,  the  available  data  do  point  to  shortages  of  many 
of  the  allied  and  public  health  occupations.     Shortages  of  physical 
therapists,  occupational  therapists,  epidemiologists, 
biostatisticians ,  environmental  health  personnel  and  public  health 
physicians  are  especially  acute. 

Very  difficult  choices  among  priorities  for  Federal  funds  must 
be  made  in  order  to  meet  budget  targets  for  the  FY  1992  budget 
request.     The  FY  1992  proposed  budget  request  would  provide  a  well 
balanced  approach  to  addressing  the  disparities  in  the  health  status 
of  minorities  and  their  underrepresentation  in  the  health 
professions  and  represents  BHPr's  highest  priority. 

ORGAN  DONATION 

Question.     Dr.  Harmon,  last  year  the  Conference  Committee 
provided  your  agency  with  $600,000  to  establish  a  pilot  program  to 
address  the  shortage  of  organ  donation.     Would  you  summarize  for  the 
Subcommittee  what  specific  steps  you  have  taken  to  implement  this 
program? 

Answer.     The  House  Appropriations  Committee  did  refer  to  a 
specific  pilot  program  in  its  July  12,  1990  Report  on  an  FY  1991 
Appropriations  Bill  and  proposed  an  amount  for  it.     The  Conference 
Committee's  Report  was  broader,  noting  that  the  $600,000  was  for 
special  projects  to  increase  the  supply  of  donated  organs.  Although 
we  have  not  taken  steps  to  implement  the  pilot  program  mentioned  in 
the  House  Report  we  continue  to  address  organ  donation  awareness 
issues.     The  focus  is  on  organ  donation  awareness  and  education 
activities  for  both  the  public  and  for  health  and  health  related 
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professionals,  through  grants  to  Organ  Procurement  Organizations  and 
other  non-profit  private  entities  for  projects  that  are  both  local 
and  national  in  scope.     Increasing  minority  awareness  of  organ 
donation  and  transplantation  is  a  program  priority. 

Question.     Are  funds  included  for  this  initiative  in  the 
President's  FY92  budget?    If  so,  how  much? 

Answer.     The  FY  1992  request  includes  $250,000  for  organ 
donation  awareness  activities.     It  does  not  include  funds  for  a 
pilot  program. 

Question.     In  your  professional  judgment,  is  there  an  organ 
shortage  and  are  additional  funds  to  the  Division  of  Organ 
Transplantation  necessary  to  effectively  address  the  problem? 

Answer.     Yes,  there  is  an  organ  shortage.     More  than  23,000 
people  are  currently  on  the  transplant  waiting  list,  however,  there 
are  only  about  4,000  cadaveric  donors  each  year.     Many  people  wait 
years  for  a  transplant  and  many  others  die  while  waiting.  For 
example,  between  January  1,  1990  and  September  30,  1990,  1,601 
patients  on  the  waiting  list  died  before  receiving  an  organ 
transplant.     While  it  can  be  said  that  additional  funds  could  be 
used  to  address  the  issue  of  organ  donation,  nevertheless,  the 
President's  FY  1992  Request  is  based  on  the  limited  resources 
available  and  competing  program  needs . 


QUESTIONS  SUBMITTTED  BY  SENATOR  THAD  COCHRAN 

>  INFANT  MORTALITY 

Dr.  Harmon,  the  programs  in  your  agency  are  very  important  in 
my  state  of  Mississippi.     We  have  one  of  the  highest  infant 
mortality  rates,  one  of  the  highest  teenage  pregnancy  rates,  and  a 
severe  shortage  of  health  professionals. 

We  derive  substantial  benefits  in  our  state  from  the  programs 
administered  by  your  agency  to  deal  with  these  problems. 

I  am  concerned  about  some  of  the  proposals  of  the 
Administration  that  come  under  your  jurisdiction.  Mississippi's 
infant  mortality  rate  has  been  improving  over  the  past  few  years 
because  of  initiatives  that  are  working.     Other  states  are  achieving 
success  as  well. 

I  understand  that  you  intend  to  use  the  "target  cities" 
approach  in  the  infant  mortality  initiative  to  develop  prototypes 
that  can  eventually  be  used  on  a  national  scale. 

Question.     Do  you  feel  that  the  programs  currently  being 
administered  by  states  are  not  effective  enough  to  use  on  a  national 
scale? 

Answer.     The  infant  mortality  rate  in  the  United  States 
declined  significantly  during  the  1960 's  and  1970' s.     Part  of  this 
decline  was  due  to  state  programs  such  as  those  supported  by  the 
Maternal  and  Child  Health  Block  Grant.     During  the  1980 's  however, 
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the  infant  mortality  rate  leveled  off,  and  the  maternal  mortality 
rate  actually  increased  slightly.     In  addition,  the  nature  of  the 
infant  mortality  problem  changed.     For  example,  substance  abuse 
among  pregnant  women  has  become  a  primary  factor  in  infant  mortality 
today,  which  was  not  the  case  twenty  years  ago.     Therefore,  we 
believe  business  as  us\ial  is  not  enough.     We  plan  to  utilize  a 
targeted,  heavily  intensive  approach  to  delivering  comprehensive 
perinatal  services  in  the  selected  communities  in  order  to  achieve 
further  reductions  in  the  U.S.  infant  mortality  rate. 

Question.     Will  rural  areas  with  high  infant  mortality  rates 
be  allowed  to  compete  for  these  additional  funds,  or  is  the  new 
program  restricted  to  large  cities? 

Answer.     Rural  areas  with  high  infant  mortality  are  most 
certainly  allowed  to  compete  for  Healthy  Start  funding.     The  Healthy 
Start  eligibility  criteria  have  been  designed  in  the  least 
restrictive  manner  possible,  including  both  rural  and  urban  areas 
while  at  the  same  time  maintaining  the  ability  of  the  program  to 
have  a  significant  impact  on  infant  mortality. 

RURAL  HEALTH 

Question.     Could  you  give  us  a  progress  report  on  the  State 
!     Offices  of  Rural  Health? 

Answer.     There  are  currently  25  State  offices  of  "focal 
points"  for  rural  health.     We  regularly  provide  these  offices  with  a 
wide  range  of  information  and  technical  assistance  on  rural  health 
issues.     In  turn,  we  actively  seek  their  hands-on  expertise  to 
improve  our  insight  into  these  issues.     We  had  our  first  annual 
state  office  meeting  last  year  which  was  very  successful.     We  plan 
to  continue  this  year  and  into  the  future.     We  are  also  planning  to 
support  a  newsletter  which  will  focus  on  ongoing  state  programs  and 
policies  that  are  designed  to  improve  access  to  care  in  rural 
j    communities.     We  are  currently  implementing  a  matching  grant  program 
jl    with  States  to  establish  State  Offices  of  Rural  Health. 
I    Approximately  $1.5  million  is  currently  available  for  grants  in 
Ij     FY  1991.     The  law  requires  that  they  perform  a  number  of  activities 
I    and  achieve  certain  goals.     We  are  working  closely  with  both 
f     existing  and  new  state  offices  to  help  them  accomplish  this  mission. 

Question.     What  resources  do  you  plan  to  allocate  to  the 
establishment  and  support  of  these  offices  in  fiscal  year  1992? 

Answer.     The  President's  budget  would  provide  approximately 
$700,000  to  support  the  State  Offices  of  Rural  Health  grant  program 
in  FY  1992. 

NATIONAL  HEALTH  SERVICE  CORPS 

Question.     A  number  of  Senators,  who  are  members  of  the  Senate 
Rural  Health  Caucus,  wrote  to  the  Secretary  last  month  to  express 
our  concern  over  the  criteria  that  were  used  last  year  to  fill 
vacancies  in  the  National  Health  Service  Corps.     Apparently,  the 
Department  was  including  particular  pathologies  as  a  requirement  for 
placement,  although  the  law  specified  other  criteria  to  be  used.  I 
understand  you  are  currently  considering  the  criteria  for  this 
year's  replacements  in  the  NHSC.     Could  you  tell  us  your  rationale 
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for  including  those  criteria  last  year  and  what  your  plans  are  for 
this  year? 

Answer.     The  High  Priority  Opportunity  List  or  HPOL  (used  for 
scholarship  obligors),  the  loan  repayment  list  and  the  volunteer 
list  are  developed  and  used  over  an  eighteen  month  period.  It  is 
made  available  in  the  summer  preceding  the  fiscal  year  for  which  it 
used  for  placements.     Therefore  the  list  currently  in  use  was 
developed  prior  to  the  enactment  of  the  current  legislation,  which 
contains  specific  criteria  to  use  in  deciding  on  sites  which  apply 
for  inclusion  on  the  lists.     The  criterion  employed  in  evaluating 
applicant  sites  for  the  current  list  included  as  one  criteria  the 
percent  of  special  populations  such  as  homeless,  migrant,  perinatal, 
persons  with  HIV/AIDS,  substance  abusers,  and  the  elderly. 
Additionally,  the  criteria  were  that:  the  site  must  be  part  of  a 
system  of  care;  be  located  in  a  currently  designated  Health 
Professions  Shortage  Area  or  HPSA  (required  by  law);  must  need  at 
least  one  FTE;  the  rate  of  poverty,   infant  mortality,  population  to 
primary  care  physician  ratio,  and  the  percent  of  minority 
population;  vacancies  as  a  percent  of  total  budgeted  staff;  and  the 
degree  of  rurality.     The  criteria  specified  in  the  new  law  are:  the 
ratio  of  available  health  professionals  to  the  number  of  individuals 
in  the  area  or  population  group  involved  or  served  by  the  medical 
facility  or  other  public  facility  involved;  and  Indicators  of  need 
such  as  the  rate  of  low  birth  weight,   infant  mortality,  poverty,  and 
access  to  primary  health  services  taking  into  account  the  distance 
to  such  services.     The  new  criteria  are  currently  being  employed  in 
the  development  of  lists  that  will  be  used  beginning  July,  1991. 

The  distribution  of  sites  currently  in  use  which  were  selected 
under  the  old  legislation  resulted  in  a  HPOL  to  be  used  In  placing 
scholarship  obligors  that  is  73  percent  rural  and  a  loan  repaynnent 
list  that  is  also  73  percent  rural.       It  is  not  likely  that  the 
lists  issued  this  past  summer  would  be  more  rural  in  their 
distribution  if  the  new  legislation  had  been  in  place.  Furthermore, 
there  is  no  reason  to  expect  that  the  list  now  under  development 
would  be  significantly  more  rural  under  the  new  criteria. 

It  is  widely  acknowledged  that  there  are  shortages  of  doctors 
in  rural  areas  and  one  program  that  can  contribute  to  a  solution  of 
this  problem  is  an  expanded  NHSC.     However,  redoing  the  current 
placement  lists  is  not  a  solution  and  would  only  have  adverse 
affects  on  the  process  (which  is  at  about  the  midpoint  at  this 
time),   the  obligors  and  volunteer  selecting  sites,   the  sites 
themselves,  and  the  continuity  and  integrity  of  the  program. 


NATIONAL  COUNCIL  ON  DISABILITY 

STATEMENT  OF  SANDRA  S.  PARBINO,  CHAIRPERSON 

ACCOMPANIED  BY: 

JOHN  GANNON,  CHAIRPERSON,  HEALTH  INSURANCE  COMMITTEE 
ETHEL  BRIGGS,  EXECUTIVE  DHIECTOR 

BUDGET  REQUEST 

Senator  Harkin.  Our  next  witness  is  Sandra  S.  Parrino,  chair- 
person of  the  National  Council  on  Disability.  Now,  we  have  the  Na- 
tional Council  on  Disability,  Sandra  S.  Parrino,  chairperson,  and 
Ethel  Briggs,  executive  director. 

The  National  Council  on  Disability  is  an  independent  agency 
comprised  of  15  members  appointed  by  the  President  and  con- 
firmed by  the  Senate.  It  is  an  advisory  Dody  whose  mandate  is  to 
examine  broad-based  Federal  policies  relating  to  persons  with  dis- 
abilities, and  to  make  recommendations  to  Congress  and  the  Presi- 
dent on  how  these  policies  can  be  improved. 

The  fiscal  year  1992  request  is  $1.64  million,  a  14-percent  in- 
crease over  fiscal  year  1991.  We  are  pleased  to  have  you  testifying 
today,  Ms.  Parrino. 

Ms.  Parrino,  the  Americans  With  Disabilities  Act  is  now  law,  and 
I  look  forward  to  working  with  you  and  the  Coimcil  in  the  coming 
months  on  its  implementation.  Thank  you  for  your  hard  work,  and 
your  statement  will  be  made  a  part  of  the  record  in  its  entirety. 
Please  proceed  as  you  so  desire. 

Ms.  Parking.  Mr.  Chairman,  it  is  a  pleasure  to  be  here  with  you 
today  and  to  talk  about  the  work  of  the  National  Council  on  Dis- 
ability. I  am  accompanied  by  Mr.  John  Gannon,  a  member  of  the 
Council  and  chairperson  of  the  Health  Insurance  Committee,  and 
our  executive  director,  Ethel  Briggs. 

An  extended  version  of  my  testimony  has  been  submitted  for  the 
record  and,  Mr.  Chairman,  with  your  permission  I  would  like  to 
summarize  my  testimony. 
Senator  Harkin.  Please. 

NATIONAL  COUNCIL  ON  DISABIUTY 

Ms.  Parrino.  The  National  Council  on  Disability  received  ap- 
proximately $1.5  million  in  fiscal  year  1991,  and  is  requesting  ap- 
I  proximately  $1.7  million  in  fiscal  year  1992.  I  would  like  to  point 
out  that  this  is  a  small  increase,  mostly  based  on  the  increased  cost 
j  of  doing  business  as  an  agency.  This  increase  allows  us  to  keep 
j  pace  with  the  cost  of  living. 

The  National  Council  attempts  to  develop  public  policy  in  a  cost- 
efficient  manner.  The  15  presidentially  appointed  members  of  the 
National  Council  and  its  staff  take  very  seriously  their  responsibil- 
ities to  recommend  solid  and  innovative  policy,  as  well  as  to  carry 
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out  its  congressional  mandates.  As  mandated,  the  National  Council  I 
on  Disability  holds  four  meetings  per  year.  These  meetings  last  3 
or  4  davs  and  are  held  around  the  coxintry  so  that  we  can  give  peo- 
ple with  disabilities  the  opportunity  of  participating  in  the  work  of  I 
the  National  Council. 

Forums,  hearings,  or  other  conferences  are  usually  held  in  con- 
junction with  the  quarterly  meetings  of  the  National  Coimcil.  For 
instance,  this  month  our  spring  quarterly  meeting  will  be  held  in 
conjunction  with  the  National  Conference  on  Assistive  Technology 
being  convened  by  the  California  State  University  at  Northridge.  In 
addition,  the  National  Council  will  be  conductmg  its  first  public 
hearing  on  the  financing  of  assistive  technological  services  and  de- 
vices for  people  with  disabilities. 

As  you  may  recall,  the  National  Coimcil  was  mandated  in  the 
Technology  Act  of  1988  to  conduct  a  national  study  on  the  financ- 
ing of  assistive  technology  for  people  with  disabilities.  This  hearing 
is  the  first  of  three  to  be  held  within  the  next  16  months.  In  Octo- 
ber 1992,  we  will  cosponsor  with  the  United  Nations  an  inter- 
national conference  on  assistive  technology  for  people  with  disabil- 
ities to  be  held  in  New  York  City. 

The  purpose  of  this  conference  is  to  present  high  and  low  tech- 
nology for  people  with  disabilities.  "Technology  Equals  Oppor- 
timity"  is  the  theme  of  this  conference.  We  strongly  believe  that 
technology  has  a  significant  impact  upon  the  lives  of  people  with 
disabilities;  the  difference  between  dependence  and  independence. 

PREVENTION  OF  PRIMARY  AND  SECONDARY  DESABILTTIES 

The  area  of  prevention  of  primary  and  secondary  disabilities  con- 
tinues to  be  a  priority  of  the  National  Council,  especially  the  pre- 
vention of  secondary  disabilities.  The  National  Council  appreciates 
the  leadership  and  support  of  you,  Mr.  Chairman,  in  the  introduc- 
tion of  the  Disabilities  Prevention  Act  of  1991.  The  members  of  the 
National  Council  eagerly  await  the  passage  of  this  bill  and  offer 
our  assistance  in  this  endeavor. 

The  National  Council  believes  that  the  passage  of  this  bill  will 
ensure  the  establishment  of  disability  prevention  programs  focus- 
ing on  primary  and  secondary  prevention  in  each  of  the  50  States 
and  territories.  As  I  mentioned  previously,  the  National  Council's 
primary  concern  is  the  prevention  of  secondary  disabilities  in  that 
most  of  the  people  we  represent  already  have  some  type  of  disabil-  : 
ity. 

The  National  Coimcil  recognizes  that  there  tends  to  be  a  large 
amount  of  misunderstanding  among  many  of  the  disability-related 
groups  regarding  secondary  prevention.  Tlierefore,  we  suggest  that 
one  way  to  address  this  issue  is  to  have  one  of  the  States  develop 
a  model  program  on  the  prevention  of  secondary  disabilities  which  , 
can  then  be  replicated  in  other  States. 

The  National  Council  continues  to  enjoy  a  cooperative  working 
relationship  with  the  Centers  for  Disease  Control.  In  fact,  we  are 
very  excited  about  the  National  Conference  on  the  Prevention  of 
Primary  and  Secondary  Disabilities  that  the  National  Council  is  co- 
sponsoring  with  the  Cfenters  for  Disease  Control  and  the  Minority 
Health  Professions  Foundation  in  June  of  this  year.  ( 
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This  conference  will  focus  on  the  prevention  of  chronic  disabil- 
ities, birth  defects  and  developmental  disabilities,  injuries,  and  the 
quality  of  life.  These  four  working  papers  will  serve  as  the  basis 
for  the  development  of  a  national  plan  for  the  prevention  of  disabil- 
ities as  recommended  by  the  National  Council  in  its  1986  special 
report,  **Toward  Independence." 

Another  priority  of  the  National  Council  is  the  financing  and  pro- 
vision of  personal  assistance  services  for  persons  with  disabilities. 
We  are  concerned  that  for  many  people  with  disabilities  the  Ameri- 
cans With  Disabilities  Act  will  be  only  mere  words  without  per- 
sonal assistance  services  such  as  readers,  interpreters,  and  attend- 
ants. 

The  National  Council  made  recommendations  pertaining  to  this 
critical  need  in  "Toward  Independence"  and  we  have  continued  to 
focus  on  this  area  of  critical  need  for  people  with  disabiUties.  The 
National  Coimcil  recently  held  a  hearing  on  this  issue,  and  we  are 
in  the  process  of  developing  a  report  with  recommendations  that 
will  be  submitted  to  the  Congress  and  the  President. 

Health  insurance  is  of  major  concern  to  the  National  Council, 
and  the  Council  has  initiated  an  18-month  study  in  this  area.  Peo- 
ple with  disabilities  and  their  families  face  many  barriers  in  the 
provision  of  health  insurance  based  upon  the  notion  of  preexisting 
conditions.  The  National  Council  study  will  address  this  issue  and 
others  related  to  this  problem. 

As  you  know,  our  enabling  legislation,  the  Rehabilitation  Act  of 
1973  is  coming  up  for  reauthorization.  The  Council  has  conducted 
two  national  hearings  on  this  subject  and  will  shortly  be  sending 
Congress  a  report  on  its  recommendations.  The  National  Coimcil 
heard  from  people  with  disabilities,  family  members,  governmental 
officials,  educators,  service  providers,  ana  representatives  of  advo- 
cacy and  other  disability-related  organizations  concerning  their  rec- 
ommendations on  how  the  act  can  better  serve  people  with  disabil- 
ities. 

We  found  that  there  is  a  tremendous  amount  of  interest  in  this 
act,  and  individuals  are  taking  the  reauthorization  very  seriously 
in  that  they  see  this  as  an  opportunity  to  make  changes.  Mr. 
Chairman,  the  National  Council  looks  forward  to  working  with  you 
and  your  committee  on  the  reauthorization  of  this  most  worthwhile 
,   piece  of  legislation. 

,  The  National  Council  is  happy  to  report  that  we  have  signed  an 
interagency  agreement  with  the  Indian  Health  Service  in  order  to 
begin  to  look  at  the  unique  problems  faced  by  native  Americans 
and  native  Alaskans  with  disabilities  in  this  country.  The  National 
Council  continues  to  be  concerned  about  other  minorities  with  dis- 

I   abilities  as  well  as  individuals  with  disabilities  in  rural  areas. 

Furthermore,  the  Council  continues  to  have  a  focus  on  the  edu- 
cation of  students  with  disabilities,  and  we  are  asking  the  question: 

I  Are  students  with  disabilities  receiving  a  quality  education? 

AMERICANS  WITH  DISABILITIES  ACT 

On  July  26,  1990,  President  Bush  signed  the  Americans  With 
Disabilities  Act  into  law.  The  members  of  the  National  Council  and 
I  would  like  to  thank  you  for  your  tremendous  efforts  on  behalf  of 
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this  landmark  piece  of  civil  rights  legislation  which  we  originally  I 
drafted  in  1987. 

In  the  ADA,  the  National  Council  is  directed  to  conduct  a  study  | 
on  wilderness  accessibility.  Funds  were  not  allocated,  however  the  ' 
National  Council  began  looking  at  this  issue  with  a  hearing  last  i 
August,  and  we  have  undertaken  a  preliminary  study  in  this  area.  ! 
The  National  Council  appreciates  the  $200,000  this  committee  ap- 
propriated to  us  to  imdertake  technical  assistance  activities  related 
to  the  Americans  With  Disabilities  Act.  ^ 

ADA  WATCH  \ 

As  this  committee  knows,  a  law  of  the  magnitude  of  this  one  re- 
quires a  considerable  and  sustained  technical  assistance  effort.  As 
the  originators  of  the  law,  we  share  with  this  committee  a  special 
commitment  to  ensuring  that  the  long-overdue  promises  made  by 
this  law  become  reality  in  every  corner  of  this  coimtry.  Toward  this 
end,  we  have  initiated  an  activity  we  are  calling  the  "ADA  Watch."  i 

The  idea  of  "ADA  Watch"  came  from  the  human  rights  watches 
now  functioning  now  all  over  the  world.  These  watches  monitor  | 
human  rights  on  all  continents,  and  they  regularly  provide  infor- 
mation about  the  status  of  human  rights  to  the  public,  frequently 
testifying  before  Congress.  The  Council  particularly  liked  this  idea, 
since  there  really  is  no  one  entity  looking  over  the  implementation 
of  the  entire  law. 

As  you  know,  the  law  is  being  administered  by  four  different 
Federal  agencies  and  is  in  the  jurisdiction  of  five  congressional 
committees,  four  in  the  House  and  one  in  the  Senate,  The  goal  of 
the  watch  is  to  keep  a  public  focus  on  issues  and  regularly  provide 
accurate  information  about  those  issues.  While  the  traditional 
human  rights  watches  examine  only  violations,  the  "ADA  Watch" 
will  examine  the  entire  spectrum  of  implementation  of  the  law. 

The  "ADA  Watch"  will  keep  a  spotlight  focused  on  how  ADA  is 
being  implemented,  especially  how  it  is  empowering  persons  with 
disabilities.  The  "ADA  Watch"  will  examine  the  various  ways  in 
which  business  and  industry  are  implementing  the  law,  with  a  spe- 
cial focus  on  the  creative  solutions  which  will  be  generated  in  var- 
ious settings.  The  "ADA  Watch"  will  provide  a  forum  for  persons 
with  disabilities  to  tell  their  individual  stories  of  the  impact  the 
law  has  had  on  their  lives. 

The  "ADA  Watch"  will  accomplish  these  goals  by  engaging  in  a 
series  of  activities,  including  site  visits,  hearings,  and  discussions  | 
with  people  around  the  coimtry.  The  watch  will  issue  reports  to  the 
Congress  and  the  President  describing  our  progress  in  implementa- 
tion. One  of  the  most  significant  aspects  of  a  watch  is  that  it  is  sus- 
tained over  time.  We  are  told  that  watches  which  are  attempted  in 
a  quick-fix,  one-shot  fashion  are  doomed  to  failure.  Sustaining  this 
watch  over  time  will  be  critical  if  it  is  to  be  effective.  We  will  keep 
vigil,  and  we  will  report  on  how  the  coimtry  is  progressing  toward 
the  goals  of  equal  opportunity,  full  participation,  independence,  and 
economic  self-sufficiency  for  persons  with  disabilities. 
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PREPARED  STATEMENT 

Finally,  Mr.  Chairman,  I  recall  the  final  Senate  debate  on  ADA 
when  you  left  all  of  us  greatly  moved  by  your  remarks  in  both 
speech  and  sign  language.  Yours  and  Senator  Hatch's  references  to 
relatives  with  disabilities  and  the  effects  of  the  ADA  on  their  lives 
serve  as  testimony  to  your  commitment  to  Americans  with  disabil- 
ities. We  at  the  National  Council  appreciate  the  support  of  all  the 
members  of  the  subcommittee  for  their  work. 

With  your  continued  support,  the  National  Council  will  continue 
to  pursue  vigorously  its  goals  of  independence  for  all  Americans 
witJi  disabilities. 

Thank  you,  and  we  will  be  happy  to  answer  your  questions. 

[The  statement  follows:] 
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STATEMENT  OF  SANDRA  S.  PARRINO 

Good  afternoon,  Mr.  Chairman  and  distinguished  Members  of  the 
Subcommittee. 

I  am  Sandra  Swift  Parrino,  Chairperson  of  the  National  Council 
on  Disability.  Accompanying  me  today  are:  John  Gannon,  Council 
member  from  Washington,  D.C.  John  is  the  Chairperson  of  the 
National  Council's  Health  Insurance  Committee  and  Ethel  Briggs, 
Executive  Director.  I  am  pleased  to  come  before  you  today  to 
discuss  the  current  and  future  activities  of  the  National  Council 
and  to  solicit  your  continued  support  for  our  agency. 

History  was  made  on  July  26,  1990,  when  President  Bush  signed  || 
into  law  the  Americans  with  Disabilities  Act  (ADA) .  I  would  like  \ 
to  thank  the  Members  of  this  Subcommittee  under  the  leadership  of 
Senator  Harkin  for  their  hard  work  and  dedication  in  support  of  the 
ADA.  It  is  because  of  you,  people  with  disabilities  have  now  begun 
to  live  fuller  lives  —  lives  filled  with  independence  and  dignity. 

The  National  Council  on  Disability  is  proud  to  have 
recommended  a  comprehensive  civil  rights  act  for  people  with 
disabilities  in  Toward  Independence,  our  first  report  to  the 
Congress.  We  are  also  aware  that  the  implementation  of  this  Act 
will  require  tremendous  amounts  of  time  and  energy.  Sitting  here 
before  you  today,  I  can  tell  you  that  the  National  Council  on 
Disability,  with  your  support,  will  continue  making  public  policy 
recommendations  which  will  impact  on  the  lives  of  people  with 
disabilities. 

As  you  are  aware,  the  National  Council  is  an  independent 
federal  agency  responsible  for  reviewing  all  laws,  programs,  and 
policies  of  the  Federal  Government  and  making  such  recommendations 
as  it  deems  necessary  to  the  President  and  the  Congress.  There  are 
several  federal  agencies  that  have  the  responsibility  for 
administering  programs  which  serve  children  and  adults  with 
disabilities.  However,  the  National  Council  on  Disability  is  the 
only  federal  agency  mandated  by  Congress  to  address,  analyze,  and 
make  recommendations  on  all  issues  of  public  policy  which  affect 
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persons  with  disabilities.  The  National  Council  is  also  charged 
with  reviewing  general  policies  and  research  priorities  of  the 
National  Institute  on  Disability  and  Rehabilitation  Research  and 
for  providing  guidance  td  the  President's  Committee  on  Employment 
of  People  with  Disabilities. 

The  National  Council  continues  to  shape  piiblic  policy  for 
people  with  disabilities  in  education,  technology,  health,  of 
primary  and  secondary  disabilities,  education  employment  and 
research. 

In  Fiscal  Year  1991,  the  National  Council  received 
$1,475  million  to  conduct   its   operations  and  activities.  For 
Fiscal  Year  1992,  the  National  Council  is  requesting  $1,642  million 
to  fulfill  our  Congressional  mandate. 

I  would  like  to  thank  the  Members  of  the  Subcommittee  for 
making  these  funds  available  to  us,  and  ask  for  your  continued 
support  and  funding  of  special  initiatives  which  are  identified  by 
the  National  Council. 

Now,  I  would  like  to  highlight  the  accomplishments  of  the 
National  Council  on  Disability  in  FY  90,  our  current  plans  for  FY 
ACCOMPLISHMENTS  DURING  FY  90 

During  FY  1990,  the  National  Council  successfully  completed  a 
number  of  important  initiatives  which  positively  affected  the  lives 
of  people  with  disabilities  and  their  families.     They  are: 

o  The  National  Council  on  Disability  supported  the  passage  and 
enactment  of  the  Americans  with  Disabilities  Act  (P.L.  101- 
336) ,  which  we  originated  and  developed, 
o  Responded  to  the  needs  and  concerns  of  individuals  with 
disabilities  by  conducting  meetings,  hearings  and  forums  on 
issues  such  as:  Social  Security  and  Disincentives  to 
Employment;  The  Special  Problems  Facing  Persons  with 
Disabilities  and  Families  Living  on  Islands  Away  from  the 
Mainland;  Infants  at  Risk;  Employment  Tomorrow:  Opportunities 
for  People  with  Disabilities;  Wilderness  Accessibility;  and 


the  reauthorization  of  the  Rehabilitation  Act  of  1973,  as 
j  amended. 

o  Initiated-  studies  on:  the  financing  of  assistive  technology 
for  individuals  with  disabilities;  health  insurance  and 
health-related     services;     and    an    assessment    of  special 

.  i  education  and  the  impact  of  elementary  and  secondary  education 
programs  and  special  services  for  children  with  disabilities. 

o  Held  four  Congressional  mandated  meetings  of  the  National 
Council. 

o  Signed  an  Interagency  Agreement  with  Indian  Helath  Service  in 
order  to  begin  to  look  at  the  unique  problems  of  Native 
Americans  with  disabilities. 

o  Supported  the  introduction  of  the  Disabilities  Prevention  Act 
of  1990,  which  had  been  drafted  by  the  National  Council. 

o  Began  planning  for  the  first  National  Conference  on  the 
Prevention  of  Primary  and  Secondary  Disabilities,  which  is 
being  sponsored  by  the  National  Council,  the  Centers  for 
Disease  Control  and  the  Minority  Health  Professionals  and 
scheduled  for  June  of  1991  in  Atlanta,  Georgia. 

o  Pursuant  to  its  ongoing  statutory  mandate  to  establish  general 
:  policy  for,  and  review  the  operations  of,  the  National 
Institute  on  Disability  and  Rehabilitation  Research  (NIDRR) , 
the  National  Council  had  meetings  with  the  Director  of  NIDRR 
to  discuss  the  continued  development  of  the  NIDRR  five-year 
plan  and  areas  of  concern  to  the  National  Council. 

o  Mandated  in  the  1986  Rehabilitation  Amendments  to  establish 
general  policies  for  the  President's  Committee  on  Employment 
of  People  with  Disabilities,  the  National  Council  met 
regularly  with  the  President's  Committee  to  fulfill  this 
Congressional  requirement. 

o  Participated  in  a  wide  array  of  interagency  committees 
enabling  the  National  Council  to  keep  abreast  of  activities  in 
the  Federal  Government,  as  well  as  keeping  others  informed  of 
the    National    Council's    activities.        Membership    on  the 
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Interagency  Committee  on  Handicapped  Research,  the  Federal 
Agency  Council,  the  Federal  Task  Force  on  Disability,  and  the 
Interagency  Committee  on  Developmental  Disabilities  reflect 
this  policy. 

o  In  order  for  the  disability  community  and  others  to  know  more 
about  the  activities  of  the  National  Council,  circulation  of 
our  newsletter  FOCUS,  continued  to  expand.  The  newsletter 
continues  to  be  a  vehicle  for  communication  and  helps  the 
National  Council  solicit  input  regarding  its  activities  and 
policy  development. 

o  The  National  Council's  special  report  for  1990  will  focus  on 
the  historical  perspective  of  the  Americans  with  Disabilities 
Act. 

PLANNED  ACTIVITIES  SUMMARY  FOR  FY  1991 

During  the  1991  Fiscal  Year,  the  National  Council  will 
continue  its  follow-up  and  monitoring  activities  pursuant  to  the 
Congressional  mandate  to  assess  progress  made  on  each  of  the  45 
legislative  recommendations  in  its  1986  report,  Toward 
Independence.  The  National  Council  plans  to  focus  on  the  status  of 
the  implementation  of  the  Americans  with  Disabilities  Act  in  the 
1991  special  report. 

The  National  Council  will  continue  to  address  its  statutory 
responsibilities  to  establish  general  policies  for  the  National 
Institute  on  Disability  and  Rehabilitation  Research  and  the 
President's  Committee  on  Employment  of  People  with  Disabilities,  as 
well  as  provide  recommendations  and  advice  to  the  Commissioner  of 
the  Rehabilitation  Services  Administration. 

To  assure  coordination  of  programs  and  services  affecting 
people  with  disabilities,  the  National  Council  will  continue  its 
participation  in  such  initiatives  as  the  Interagency  Committee  on 
Handicapped  Research,  the  Federal  Agency  Council,  the  Federal  Task 
Force  on  Disabled  Persons,  and  other  similar  coordinating  bodies. 

Input  from  consumers  is  critical  to  the  National  Council's 
process  of  policy  development.      As  in  the  past,    input  will  be 
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solicited  at  consumer  forums.  Forums  will  be  held  on  the  following 
topics  during  this  fiscal  year:  the  development  of  a  National 
Employment  Policy  for  Persons  with  Disabilities;  reauthorization  of 
the  Rehabilitation  Act;  Personal  Assistance  Services;  Technology 
and  the  Funding  of  Assistive  Devices;  Health  Insurance  and. 
Wilderness  Accessibility. 

The.  National  Council  will  continue  its  ongoing  initiatives  in 
such  areas  as:  health  insurance,  personal  assistance  services, 
prevention,  technical  assistance  on  the  Americans  with  Disabilities 
Act,  employment,  education  and  disability  related  research.  The 
National  Council  will  contract  three  major  studies  in  the  areas  of 
the  education  of  students  with  disabilities,  health  insurance,  and 
the  financing  of  assistive  technological  seirvices  and  devices  ( 
during  this  fiscal  year,  which  is  mandated  by  Title  II  of  the  | 
Technology-Related  Assistance  for  Individuals  with  Disabilities  Act 

of   1988  .  -     :  -  -  ■.  •  v-i:  .  -    , . .  r  i, 

We  appreciate  the  $200,000  this  Committee  appropriated  for 
the  National  Council  to  undertake  technical  assistance  activities 
related  to  the  Americans  with  Disabilities  Act.  As  this  Committee 
well  knows,  a  law  of  the  magnitude  of  this  one  requires  a 
considerable  and  sustained  technical  assistance  effort.  As  the 
originators  of  the  law,  we  share  with  this  Committee  a  special 
commitment  to  ensuring  that  the  long  overdue  promises  made  by  this 
law  become  reality  in  every  corner  of  this  country.  Toward  this 
end,  we  have  initiated  an  activity  we  are  calling  "ADA  Watch." 
Modeled  after  human  rights  watches  now  operating  over  the  world, 
the  "ADA  Watch"  will  do  exactly  what  its  name  implies:  Watch — watch 
as  the  law  is  implemented — watch  as  persons  with  disabilities — 
watch  as  federal  agencies  issue  regulations  and  monitor  compliance 
with  the  law.  We  will  watch  and  we  will  report  what  we  see.  We 
will  shine  a  spotlight  on  the  people  affected  by  this  law;  we  will 
keep  vigil  and  we  will  report  how  we  are  progressing  toward  the 
goals  of  equal  opportunity,  full  participation,  independence  and 
economic  self-sufficiency  for  people  with  disabilities. 


667 


In  an  effort  to  continue  to  focus  on  the  prevention  of 
primary  and  secondary  disabilities,  the  National  Council  will 
cosponsor  with  the  Centers  for  Disease  Control  the  first  national 
conference  on  the  prevention  of  disabilities.  The  conference  will 
focus  on  four  working  papers  in  the  following  areas:  quality  of 
life;  birth  defects  and  developmental  disabilities;  chronic 
conditions  and  injuries.  This  national  conference  will  serve  as 
the  basis  for  the  development  of  a  national  plan  for  the  prevention 
of  primary  and  secondary  disabilities.  You  might  recall,  that  the 
National  Council  first  recommended  this  plan  in  its  1986  special 
report,  Toward  Independence.  z^r:  > 

The  National  Council  continues  to  work  with  the  Centers  for 
Disease  Control  on  the  prevention  initiative.  We  appreciate  your 
support,  Senator  Harkin  for  introducing  the  Disabilities  Prevention 
Act  of  1991.  The  National  Council  focus  continues  to  be  on  the 
prevention  of  secondary  disabilties.  For  the  most  part,  most  of 
the  people  we  represent  already  have  disabilities,  and  we  are 
interested  in  the  prevention  of  secondary  complications. 

The  National  Council  plans  to  conduct  four  meetings  during 
the  fiscal  year  as  required  by  statute.  In  addition,  the  National 
Council  will  continue  to  pxiblish  its  quarterly  newsletter  FOCUS  to 
share  information  regarding  activities  of  the  National  Council  on 
Disability  and  to  request  input  regarding  the  National  Council's 
activities  and  policy  development. 

The  National  Council  on  Disability's  authorizing  statute,  the 
Rehabilitation  Act  of  1973,  is  scheduled  to  expire  on  September  30, 
1991.  The  National  Council  will  be  submitting  its  reauthorization 
proposals  to  Congress  together  with  the  Administration's  proposals 
for  revising  and  extending  the  other  authorities  under  the  Act. 

PLANNED  ACTIVITIES  SUMMARY  FOR  FISCAL  YEAR  1992 

During  the  1992  Fiscal  Year,  the  National  Council  will 
continue  its  follow-up  and  monitoring  activities  pursuant  to  the 
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Congressional  mandate  to  assess  progress  made  on  each  of  the  45 
legislative  recommendations  in  its  1986  special  report,  Toward 
Independence.  The  1992  report  may  contain  data  on  such  subjects  as 
the  economics  of  disability,  employment,  personal  assistance, 
technological  devices  and  services  for  person  with  disabilities  and 
prevention. 

'  "  The  National  Council  will  continue  to  address  its  statutory 
responsibilities  to  establish  general  policies  for  the  National 
Institute  on  Disability  and  Rehabilitation  Research  and  the 
President's  Committee  on  Employment  of  People  with  Disabilities,  as 
well  as  provide  recommendations  and  advice  to  the  Commissioner  of 
the  Rehabilitation  Services  Administration. 

The  National  Council  plans  to  hold  four  quarterly  meetings. 
In  order  to  receive  input  from  consumers,  the  National  Council  will 
sponsor  forums  on  key  issues  of  concern  to  persons  with 
disabilities  such  as:  technological  aids  and  devices  for  person 
with  disabilities;  prevention  of  primary  and  secondary 
disabilities;  personal  assistance  services;  health  insurance; 
education;  and,  employment.  Specific  technical  information  will 
also  be  solicited  on  an  individual  basis  from  the  National 
Council's  advisors.  The  National  Council  will  continue  to  focus  on 
minorities  with  disabilities  including  Native  Americans  and  people 
with  disabilities  in  rural  areas. 

Major  activities  for  Fiscal  Year  1992  include  the  following: 
'  continuation  of  the  National   Council's   initiatives   in  the 

following  areas:  prevention;  employment;  technical  assistance 

on  the  Americans  with  Disabilities  Act;  wilderness 
:yi:  accessibility;  personal  assistance;  health  insurance;  and, 
'  education. 

^  The  National  Council   is  planning  to  sponsor  in  conjunction 

with  the  United  Nations  an  international  conference  on 
technology. 
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To  assure  coordination  of  programs  and  services  affecting 
people  with  disabilities,  the  National  Council  will  continue 
its  participation  in  such  initiatives  as  the  Interagency 
Committee  on  Handicapped  Research,  the  Federal  Agency  Council, 
the  Federal  Task  Force  on  Disabled  Persons,  and  other  similar 
coordinating  bodies. 

The  National  Council  will  continue  to  publish  its  quarterly 
newsletter  FOCUS  to  share  information  regarding  activities  of 
the  National  Council  on  Disability  and  to  request  input 
regarding  its  activities  and  the  development  of  disability 
policy.  - 

Thank  you  for  the  opportunity  to  testify  before  the  Subcommittee. 

I  would  be  pleased  to  answer  any  questions. 


BIOGRAPHICAL  SKETCH  OF  SANDRA  S.  PARRINO 

As  the  Chairperson  of  the  National  Council  on  Disability,  Sandra 
Swift  Parrino  has  played  an  active  role  on  key  issues  affecting 
individuals  with  disabilities.  Since  her  nomination  by  President 
Reagan  in  1983,  Mrs.  Parrino  has  supported  the  rights  of  the 
disablf^d  with  the  Federal  Government,  before  Congress,  in  the 
media,  and  in  front  of  countless  groups  nationwide.  Under  her 
leadership,  the  National  Council  is  a  driving  force  for  disability 
concerns  with  respect  to  public  policies  that  affect  the  Nation's 
disabled. 

The  Chairperson,  along  with  the  other  members,  is  appointed  by  the 
President  and  confirmed  by  the  Senate,  and  is  charged  by  the 
Congress  to  be  an  independent  voice  for  individuals  with 
disabilities  within  the  Federal  Government.  The  Council's  mission 
is  to  review  policies  and  programs  which  impact  upon  persons  with 
disabilities  and  make  recommendations  to  the  President  and  Congress 
concerning  how  these  policies  can  be  improved. 

During  Mrs.  Parrino 's  tenure  as  Chairperson,  the  National  Council 
has: 

*Worked  toward  the  creation  and  enactment  of  legislation  for 
individuals  with  disabilities. 

*Issued  a  policy  statement  entitled  "National  Policy  for 
Persons  with  Disabilities." 

*Convened  a  series  of  hearings  around  the  country  to  solicit 
comments  and  recommendations  from  the  disabled  regarding  the 
discrimination  they  face  from  day  to  day. 

* Issued  a  major  report  to  the  President  and  Congress  entitled 
"Toward  Independence, "  which  outlined  the  key  components 
required  for  a  comprehensive  civil  rights  legislation 
protecting  persons  with  disabilities. 

*Issued  "On  the  Threshold  of  Independence, "  a  report  that 
outlined  the  specifics  of  the  Americans  With  Disabilities  Act. 
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Before  being  named  Chairperson,  Mrs.  Parrino  was  a  Peer  Reviewer 
for  the  U.S.  Department  of  Education,  Rehabilitation  Services 
Administration,  where  she  reviewed,  evaluated,  and  commented  on 
grant  applications  at  the  federal  and  state  levels.  In  1982,  Mrs. 
Parrino  was  a  feature  writer  for  the  Arthritis  Foundation  of  New 
York,  as  well  as  an  editor  for  Parke-Davis, /Warner  Lambert  and  Eli 
Lilly.  Mrs.  Parrino,  in  1979,  became  the  Founder  and  Director  of 
the  Office  for  the  Disabled,  Towns  of  Ossining/Briarclif f  Manor, 
New  York. 

Additionally,  Mrs.  Parrino  has  more  than  25  years  experience 
serving  on  boards,  councils,  commissions,  committees  and  task 
forces  at  the  federal,  state,  regional  and  local  levels  as  an 
expert  witness,  community  leader,  organizer  and  planner,  and 
lobbyist. 

Mrs.  Parrino  has  recently  returned  from  Helsinki,  Finland,  where 
she  had  been  invited  to  participate  in  The  Meeting  of  Experts  on 
Alternative  Ways  to  Mark  the  End  of  the  United  Nations  Decade  of 
Disabled  Persons.  She  also  served  as  an  American  Representative  to 
the  United  Nations  and  UNICEF  for  the  International  Year  of 
Disabled  Persons. 

Sandra  Swift  Parrino  graduated  from  Brlarcliff  College  with  an  A.B. 
in  History,  and  completed  courses  at  Bennett  College,  GuildHall 
School  in  London,  and  the  Yale  School  of  Languages. 
Mrs.  Parrino  is  married  and  has  three  children,  two  with 
disabilities.  She  resides  in  Briarcllff  Manor,  New  York  and  was 
born  in  New  Haven,  Connecticut. 


BIOGRAPHICAL  SKETCH  OF  JOHN  A.  GANNON 

John  A.  Gannon,  of  Washington,  D.C.,  is  the  founder  of 
John  A.  Gannon  and  Associated.  His  firm  has  offices  in 
Columbus  and  Cleveland,  Ohio;  Denver,  Colorado;  and 
Washington,  D.C. 

A  working  fire  fighter  for  more  than  30  years,  Mr. 
Gannon  was  an  active  leader  of  the  lAFF's  (International 
Association  of  Fire  Fighters)  Local  93.  Starting  as  a 
member  of  the  local  lAFF's  committee,  he  eventually 
became  its  president,  a  position  he  held  for  10  years 
before  being  elected  to  national  office. 

In  September  1988,  Mr.  Gannon  was  elected  President 
Emeritus  of  the  lAFF.  He  had  served  as  president  of  the 
170,000  member  organization  since  1980.  As  president, 
he  successfully  helped  the  organization  overcome  an 
intense  financial  crisis. 

Under  Mr.  Gannon's  leadership,  the  lAFF  greatly  expanded 
its  role  in  matters  of  occupational  safety  and  health. 
Concerned  about  the  hazards  of  the  profession,  he  guided 
and  directed  a  series  of  programs  designed  to  develop 
greater  safety  and  health  protection.  One  such  program 
involved  sponsoring  research  on  safer  garments  and 
equipment  for  fire  fighters.     Mr.   Gannon  also  fostered 

the  development  of  the  lAFF  Burn  Foundation  which  raises 
funds  for  research  on  the  care  of  burn  victims. 

In  1985,  the  Metropolitan  General  Hospital  in  Mr. 
Gannon's  hometown  of  Cleveland,  dedicated  a  John  A. 
Gannon  Burn  and  Trauma  Center  in  ,   ,  . 

recognition  of  his  support  for  the  hospital  and  his 
personal  campaign  to  induce  the  hospital  to  establish  a 
specialized  burn  department. 
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Mr.  Gannon  was  elected  vice  president  of  the  AFL-CIO,  to 
which  the  lAFF  is  affiliatecf.  Within  the  AFL-CIO,  he  is 
vice  president  of  the  Public  Employee  Department.  On 
the  Executive  Council,  he  is  a  member  of  several 
specialized  committees.  He  serves  on  the  board  of  the 
National  Joint  Council  of  Fire  Service  Organizations, 
and  in  1982  he  served  as  its  chairman.  He  is  also  a 
member  of  the  board  of  the  Muscular  Dystrophy 
Association. 

Mr.  Gannon  attended  Miami  University  in  Ohio  and  Glasgow 
University  in  Scotland,  and  he  also  studied  at  Baldwin- 
Wallace  College  and  Cleveland  State  University. 


BIOGRAPHICAL  SKETCH  OF  ETHEL  D.  BRIGGS 

The  National  Council  was  fortunate  in  selecting  Ethel  D.  Briggs  as 
the  Executive  Director.  In  her  seven  years  at  the  National 
Council,  Ms.  Briggs  served  in  several  position,  which  included:  the 
Acting  Executive  Director;  the  Deputy  Executive  Director;  and  the 
Director  of  Adult  Services. 

Previously  Ms.  Briggs  was  Chief  of  the  Office  of  Staff  Development 
and  Training  for  the  Washington,  D.C.,  Rehabilitation  Services 
Administration.  Her  prior  experience  included  employment  as  a 
rehabilitation  counselor  supervisor,  vocational  rehabilitation 
counselor  and  part-time  college  instructor.  Ethel  D.  Briggs,  a 
long-time  advocate  of  people  with  disabilities,  graduated  from 
North  Carolina  Central  University  and  holds  a  master's  degree  in 
counseling  from  the  University  of  North  Carolina  at  Chapel  Hill. 
She  has  also  been  recognized  by  Dollar  S  Sense  Magazine,  as  One  of 
the  Top  100  African  American  Business  and  Professional  Women  of 
1989.  In  addition,  Ms.  Briggs  has  also  been  recognized  in 
Outstanding  Women  in  America  in  1976  and  by  Who ' s  Who  in  American 
Colleges  and  Universities  in  1971. 

ADA 

Senator  Harkin.  Ms.  Parrino,  thank  you  very  much  for  your  tes- 
timony and  for  your  kind  words.  I  just  want  to  reciprocate  and  say 
thanks  you  to  you  personally  for  leading  the  charge  on  this,  on  get- 
ting the  ADA  formulated  several  years  ago.  I  remember  the  first 
meeting  we  had  in  then  Senator  Weicker's  office,  and  that  must 
have  been  about,  what,  1988? 

Ms.  Parrino.  In  1987. 

Senator  Harkin.  In  1987? 

Ms.  Parrino.  Yes. 

Senator  Harkin.  I  must  admit  that  at  the  time  I  thought  that, 
well,  maybe  some  day  we  might  get  it  through.  I  did  not  know  ex- 
actly when.  But  through  your  effort — I  just  want  to  thank  you,  the 
Board,  and  all  the  people  on  the  National  Council  for  all  you  have 
done.  Just  outstanding  work,  and  I  really  appreciate  it. 

Ms.  Parrino.  We  appreciate  it. 

Senator  Harkin.  And  I  know  I  can  speak  for  all  the  members  of 
the  subcommittee  in  saying  that. 
Ms.  Parrino.  Thank  you. 

Senator  Harkin.  Most  of  the  questions  that  I  have  I  will  submit 
to  you  in  writing.  We  have  some  budget  questions  and  things  like 
that,  and  we  will  not  get  into  all  that  now,  but  we  will  send  those 
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down  to  you  in  writing.  But  just  a  couple  things  I  wanted  to  cover 
with  you. 

You  know,  we  had  a  lot  of  problems  as  the  bill  went  through 
with  businesses  being  concerned  about  the  ADA  and  the  impact  on 
business,  and  I  can  understand  that.  I  mean,  they  did  not  reallv 
know  what  it  meant  and  what  it  might  cost,  especially  for  small 
businesses  and  that  kind  of  thing.  It  became  clear  to  me,  obviously, 
that  a  lot  of  businesses  are  going  to  require  some  technical  assist- 
ance, some  advice,  and  consultation  in  compljdng  with  ADA. 

Let  me  just  ask  for  the  record,  what,  if  any,  technical  assistance 
in  complying  with  ADA  is  the  National  Council  offering  or  provid- 
ing to  businesses  or  other  entities  affected  by  the  Disabilities  Act? 

Ms.  Parrino.  Well,  at  the  moment  we  will  focus  on  this  "ADA 
Wateh."  And  I  think  it  will  assist  small  business,  because  we  in- 
tend te  point  out  some  of  the  ways  that  people  are  complying  in 
implementing  the  law  with  success.  And  we  think  that  that  will 
serve  as  a  model  to  other  people  who  perhaps  do  not  know  quite 
what  to  do  about  it  or  do  not  know  how  to  implement  the  law. 

Senator  Harkin.  I  appreciate  that  because,  you  know,  I  am  quite 
familiar  with  the  "Helsinki  Watch."  When  I  was  in  the  House  I  was 
on  the  first  "Helsinki  Watoh"  commission.  And  obviously,  that  was 
more  of  a  body  that  looked  at  those  that  were  not  living  up  to  the 
Helsinki  

Ms.  Parrino.  That  is  right. 

Senator  Harkin.  So  it  was  kind  of  confrontational.  You  looked  at 
the  "ADA  Watoh"  as  perhaps  doing  some  of  that,  but  also  in  exam- 
ining, let  us  say,  ways  in  which  businesses  have  complied,  and 
spreading  these  out  so  others  would  know  about  it. 

Ms.  Parrino.  Yes;  we  have  taken  the  name  from  these  watohes, 
but  whereas,  as  you  say,  they  look  at  the  violations  and  focus  on 
the  violations,  we  would  really  like  to  focus  on  just  the  opposite, 
on  the  successes  taking  place. 

Senator  Harkin.  Let  me  ask  you  this.  Are  businesses  contacting 
you  yet  at  all  about  how  to  comply?  Are  you  getting  any  incoming 
requests? 

Ms.  Parrino.  Mr.  Gannon  will  comment  on  that. 

Mr.  Gannon.  Senator,  our  office  is  being  called  £ind,  as  a  matter 
of  fact,  the  Chamber  of  Commerce  in  Dayton,  OH,  in  April  is  hav- 
ing a  seminar  in  which  we  will  be  attending.  Also,  Cornell  Univer- 
sity, we  had  4  days  up  there  where  we  expressed  and  learned  the 
concerns  of  small  businesses  in  the  country.  So  we  are  doing  the 
best  we  can  at  addressing  the  problem  or  spreading  the  word,  if 
you  will. 

Senator  Harkin.  The  biggest  worry,  obviously,  is  not  employ- 
ment, because  we  have  carved  that  out,  but  in  tne  public  accom- 
modations section. 

Ms.  Parrino.  That  is  right. 

Senator  Harkin.  This  is  where  small  businesses  are  going  to 
need  some  help,  and  I  am  wondering  just  who  they  are  going  to  go 
to  and  if  you  are  going  to — obviously,  they  have  not  started  yet,  be- 
cause it  nas  not  hit  yet.  But  when  it  hits  next  year,  that  is  when 
your  volume  of  incoming  fire  and  incoming  mail  and  calls  are  really 
going  to  increase.  Have  you  anticipated  that  in  yoiu*  budget  re- 
quest? 
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Ms.  Briggs.  Yes;  we  did  project  an  increase  in  the  area  of  com- 
munications to  accommodate  calls,  mailings,  et  cetera. 

Senator  Harkin.  I  noticed  your  increase  in  the  communications 
budget,  but  there  was  not  much  already  there  to  show  for  that. 
And  that  is  what  this  is,  anticipating  that.  I  think  that  is  good.  You 
have  not  been  here  for  the  hearings  I  have  had  the  last  couple  of 
years— and  over  the  last  couple  of  days  and  weeks,  but  I  have  been 
focusing  on  the  Centers  for  Disease  Control.  They  run  a  primary 
and  secondary  disabilities  prevention  program,  and  you  have  been 
very  critical  to  the  development  and  growth  of  that  program  in  the 
primary  and  then  in  the  secondary  aspects  of  prevention. 

You  mentioned  that  in  your  remarks,  and  pardon  me  if  I  did  not 
quite  get  it,  but  I  just  wondered,  what  is  your  overall  assessment 
of  how  that  is  working  right  now?  Is  it  moving  ahead  well? 

Ms.  Parrino.  I  think  it  is  moving  ahead.  We  have  had  a  good 
relationship  with  CDC.  It  is  just  that  we  have  a  slightly  different 
focus.  And  maybe  their  focus  is  primary  prevention  because,  as 
somebody  said,  you  use  what  you  have  on  the  shelf  because  we 
serve  people  with  disabilities,  and  that  is  our  focus.  We  are  very 
concerned  about  secondary. 

Now,  we  have  come  to  understand  each  other,  I  think,  compared 
to  when  we  first  went  to  CDC  when  Dr.  Mason  was  the  director 
3  or  4  years  ago.  We  mentioned  secondary  disability  prevention, 
and  it  was  something  that  they  were  not  really  even  considering. 
So  I  think  we  have  come  a  long  way  with  them.  It  has  been  a  bit 
of  a  tug-of-war,  because  we  keep  saying  we  must  focus  on  second- 
ary as  well  as  primary. 

It  is  not  that  we  do  not  want  to  focus  on  primary  disability  pre- 
vention, but  very  often  people  with  disabilities  will  die  from  com- 
plications, secondary  conditions,  not  from  the  primary  disability. 
And  so  we  feel  that  since  there  is  very  little  going  on  in  the  country 
and  secondary  disability  prevention  is  not  in  the  public  health  sys- 
tem, we  would  like  to  see  it  in  the  health  care  system  of  the  United 
States  so  that  it  is  something  that  doctors  understand  and  that 
health  care  providers  imder stand,  and  that  it  is  not  difficult  for 
people  with  disabilities  to  find  services  in  secondary  disability  pre- 
vention. 

So  I  think  we  are  making  progress  with  CDC.  They  will  admit 
that  it  has  been  a  bumpy  road,  but  I  do  not  think  we  should  give 
I     up.  I  think  we  have  to  push  on  with  that. 

Senator  Harkin.  Good.  You  answer  a  lot  of  my  questions  here. 
In  fact,  I  was  marking  them  off  here.  One  was  on  when  you  were 
submitting  your  proposals  you  said  "shortly"  for  the  reauthoriza- 
tion. What,  in  another  month? 

Ms.  Parrino.  Well,  we  had  prepared  them  for  this  month,  but  we 
may  continue  and  we  may  go  on  and  have  another  public  hearing, 
depending  on  what  the  decision  of  the  Senate  and  the  House  is 
i     about  the  reauthorization.  But  we  have  some  very  good  informa- 
I    tion,  very  good  testimony,  and  we  will  be  recommending  some 
changes. 

Senator  Harkin.  You  also  mentioned  the  need  for  personal  as- 
sistance services.  Now,  you  had  a  hearing  last  summer  on  this, 
right? 
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Ms.  Rarrino.  We  have  had  one  hearing.  We  do  not  have  any 
funding  for  that,  but  we  feel  it  is  so  critic£U.  It  is  an  issue  that  for 
the  people  needing  personal  assistance,  whether  they  have  a  phys- 
ical disability  or  a  hearing  impairment  or  sight  impairment,  it  is 
so  critical  that  the  Americans  With  Disabilities  Act  will  have  no 
impact  on  these  people  if  they  need  an  attendant  and  cannot  get 
one. 

As  we  have  said  in  some  of  our  speeches,  if  you  cannot  get  out 
of  your  house  you  do  not  even  have  to  worry  aBout  being  discrimi- 
nated against.  We  feel  this  is  absolutely  critical,  and  I  think  it  is 
the  financing  of  personal  assistance.  I  think  there  are  probably  a 
lot  of  plans  out  there  that  would  be  very  good,  national  plans  for 
personal  assistance.  But  who  is  going  to  pay  for  it? 

And  because  the  Council  is  very  concerned,  let  me  just  say,  we 
would  like  to  have  fewer  people  going  into  nursing  homes  and  insti- 
tutions because  they  have  a  need  for  personal  assistance.  We  think 
that  that  should  be  provided  wherever  the  person  wants  to  live, 
whether  it  is  at  home,  whether  it  is  independently.  They  should 
have  the  option  for  a  personal  assistant.  As  so  often  happens,  they 
have  to  follow  the  funding  and  the  funding  is  in  a  nursing  home 
or  an  institution.  We  find  this  absolutely  unacceptable. 

Alone  with  the  ADA,  it  just  does  not  go  hand  in  hand.  It  is  some- 
thing that  we  are  struggling  with,  and  we  would  like  to  hopefully 
do  something  about  it. 

Senator  Harkin.  Have  you  made  some  policy  recommendations 
in  this  area? 

Ms.  PARRmo.  We  really  have  not,  because  we  have  had  one  hear- 
ing, and  we  feel  that  this  has  to  really  be  looked  into  more.  We 
need  much  more  information  than  we  have  at  the  moment. 

Senator  Harkin.  Well,  I  would  encourage  you  to  continue  with 
that,  and  if  you  need  any  assistance  from  here  let  us  know. 

Ms.  Parrino.  Thank  you. 

Senator  Harkin.  Because  I  would  like  to  know  what  we  need  to 
do  to  help  promote  that  personal  service  assistance. 

Ms.  Parrino.  Well,  in  the  present  climate  I  do  not  think  that  we 
are  going  to  necessarily  find  a  lot  of  new  money  to  finance  a  na- 
tional plan;  however,  there  could  be  a  reallocation. 

Senator  Harkin.  But,  Sandy,  I  have  been  stressing  prevention 
and  wellness  and,  again,  this  is  an  area  where  you  just  pointed  out 
if  they  do  not  have  the  personal  assistance  they  are  going  to  wind 
up  in  a  nursing  home,  and  that  is  going  to  cost  us  a  lot  more 
money. 

Ms.  Parrino.  Well,  that  is  where  there  could  be  maybe  a  reallo- 
cation of  funding.  In  other  words,  we  are  fimding  the  nursing 
homes,  and  it  is  very  easy  for  a  young  person  to  find  the  support 
to  go  into  a  nursing  home.  And  we  would  like  to  see  that  funding 
maybe  support  personal  assistance  wherever  the  person  wants  to 
live  rather  than  just  in  nursing  homes. 

Senator  Harkin.  Make  some  recommendations  to  us  in  that  re- 
gard, OK,  and  we  will  take  them  up  with  the  Finance  Committee, 
too,  and  see  what  we  can  do  on  that. 

You  did  a  study  on  assistive  technology. 

Ms.  Parrino.  We  are  doing  one  right  now. 

Senator  Harkin.  Oh,  you  are  doing  it  right  now? 
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Ms.  Parrino.  Yes. 

Senator  Harkin.  When  will  it  be  done? 
Ms.  Parrino.  Next  spring. 
Senator  Harkdst.  Oh,  by  next  year,  OK 
Ms.  Parrino.  Yes. 

QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

Senator  Harkin.  We  look  forward  to  that  too.  Well,  listen,  I  have 
a  lot  of  other  questions  on  budget  items  and  things  like  that.  Actu- 
ally, I  had  one  on  the  increase  for  the  communications,  and  you 
touched  on  that.  If  I  have  any  budget  issues  we  will  just  send  them 
down  to  you  in  writing. 

Ms.  Parrino.  That  is  fine. 

Senator  Harkin.  If  you  would  report  back  I  would  appreciate  it. 
Well,  thank  you  very  much.  I  am  glad  we  were  able  to  work  this 
in  today. 

Ms.  FARRINO.  Thank  you,  Senator  Harkin. 
Senator  Harkin.  Thank  you,  Ms.  Parrino. 

[The  following  questions  were  not  asked  at  the  hearing,  but  were 
submitted  to  the  Department  for  response  subsequent  to  the  hear- 
ing:] 
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QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

ADA 

Last  year  President  Bush  signed  into  law  the  Americans  with 
Disabilities  Act  to  extend  civil  rights  protection  to  people  with 
disabilities  and  ensure  their  integration  into  the  social  and 
economic  mainstream. 

What,   if  any,   technical  assistance  in  complying  with  ADA  is  the 
Council  providing  to  businesses  and  other  entities 
affected  by  the  Act? 

The  National  Council  on  Disability  is  providing  a  variety  of 
technical  assistance  to  businesses  and  other  entities  regarding  the 
Americans  with  Disabilities  Act  (ADA) .  The  National  Council  is 
responsible  for  developing  overall  strategies  for  the 
implementation  of  ADA,  along  with  other  federal  agencies  designated 
by  Section  506  of  the  Act.  As  intended  by  Congress,  an  important 
focus  of  the  National  Council's  work,  along  with  other  federal 
agencies,  will  be  the  development  of  strategies  to  ensure  the 
performance  of  technical  assistance  activities  that  are 
coordinated,  comprehensive,  and  effective. 

The  National  Council  is  planning  to  conduct  an  "ADA  Watch." 
Th-?  purpose  of  ADA  Watch  is  to  gather  and  disseminate  information 
about  the  effectiveness  and  impact  of  ADA.  ADA  Watch  will  have 
general  oversight  over  the  overall  implementation  and  impact  of  the 
Act,  both  on  people  with  disabilities  and  with  those  entities  who 
must  comply  with  the  law.  ADA  Watch  will  use  its  information  to 
promote  a  dialogue  between  people  with  disabilities  and  the 
business  community  about  creative  solutions  for  compliance  with  the 
law. 

Are  businesses  contacting  you,  or  are  you  seeking  them  out? 

The  National  Council  receives  approximately  8  telephone  calls  per 
day  and  5  to  10  letters  per  week  requesting  technical  assistance  on 
ADA.  National  Council  staff  members  answers  questions  about 
specific  applications  of  ADA  or  make  referrals  to  other  appropriate 
federal  agencies. 

What's  the  nature  of  the  assistance  they're  seeking? 

Most  callers  and  writers  are  inquiring  about  regulatory  matters. 
According  to  our  staff,  most  calls  come  from  law  firms,  members  of 
the  press,  large  corporations,  state  government,  small  businesses 
and  people  with  disabilities. 

Since  the  signing  of  ADA  into  law,  members  of  the  National  Council 
and  staff  have  given  enumerable  speeches  to  small  business 
seminars,  chambers  of  commerce,  and  consumer  groups  of  people  with 
disabilities,  either  in  whole  or  in  part  regarding  ADA.  The 
National  Council  continues  to  be  vitally  interested  in  the 
implementation  of  and  providing  technical  assistance  on  ADA. 

Reauthorization  of  the  Rehabilitation  Act 


When  will  the  Council  be  submitting  to  the  Congress  its  proposals 
for  reauthorization  of  the  Rehabilitation  Act  of  1973? 

As  we  mentioned  in  our  testimony  before  the  Senate,  the  National 
Council  has  held  four  days  of  hearings  on  the  reauthorization  of 
the  Rehabilitation  Act  of  1973  as  amended.  During  the  most  recent 
meeting  of  the  National  Council  which  took  place  in  Los  Angeles  in 
mid-March,  the  National  Council  deliberated  on  recommendations 
which  we  received  from  these  hearings.     At  the  present  time,  the 
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draft  report  on  the  reauthorization  of  the  Act  is  being  revised  to 
reflect  the  deliberations  of  the  National  Council.    As  soon  as  this 
report  has  been  finalized,  we  will  be  pleased  to  share  it  with  the 
Members  of  the  subcommittee. 

What  can  you  tell  us  about  the  nature  of  the  reforms  you'll  be 
recommending? 

During  the  four  days  of  hearings  which  were  held  by  the  National 
Council,  every  effort  was  made  to  take  a  comprehensive  look  at  each 
Title  of  the  Act  and  to  see  what  changes  need  to  be  made.  While 
the  National  Council's  specific  recommendations  will  be  embodied  in 
the  final  report,  one  overriding  concern  which  was  reiterated 
throughout  the  hearings  is  the  need  to  provide  persons  with 
disabilities  a  greater  voice  in  determining  what  services  they  need 
and  how  these  services  will  be  delivered.  While  this  may  appear  to 
only  effect  Title  I  of  the  Act  (which  is  the  Basic  State  Grant 
Program)  this  in  fact  is  becoming  an  underlying  principle  of  all 
aspects  of  rehabilitation  services,  including  research  and  training 
efforts.  In  addition,  the  subcommittee  should  be  aware  that  the 
National  Council  plans  to  make  specific  recommendations  for  each 
section  of  the  Act  in  our  final  report. 

NIDRR  5-Year  Plan 

One  of  the  Council's  mandates  is  to  work  with  the  Nationeil  Institute  on 
Disability  and  Rehabilitation  Research  (NICRR)  on  the  develcpnent  of  their 
5-year  plan.    I  understand  that  after  a  good  deal  of  delay,  progress  is 
being  made  toward  formulation  of  a  new  plan — one  long  overdue.  Ihe 
Department  of  Education  anticipates  that  it  will  have  a  plan  in  effect 
around  June  of  1992. 

What,  generally,  are  the  Council's  recommendations  to  the  Department  for 
reform  of  the  plan? 

The  Nationad  Cduncil  on  Disability  is  pleased  with  the  three-stage 
planning  process  of  data  collection,  of  develcpnent  of  papers  by  experts, 
including  consumers  and  then,  writing  a  plan.    The  National  Council  has 
supported  this  process  of  strong  consumer  and  expert  irput  into  the 
develcpnent  of  the  plan  as  an  ongoing  process.  The  National  Council  and 
NIDRR  worked  together  on  the  first  public  hearing  in  the  NICRR  planning 
process,  held  in  Washington,  D.C.  in  November  1990.    National  Council 
members  will  participate  in  the  six  public  hearings  which  will  be  held  in 
June  in  various  locations  in  the  United  States.    The  National  Council  is 
also  represented  on  the  15-member  Executive  Committee  NII3?R  Planning 
Process  which  will  guide  the  process  of  development  of  expert  papers. 

Does  the  National  Council  see  research  litplications  for  NIDff?R  in  passage 
of  the  ADA? 

Yes,  of  course,  there  are  many  research  irrplications  for  NIDRR  as  a  result 
of  the  passage  of  the  ADA.    mWR  is  already  planning  a  multifaceted 
program  to  support  the  lirplementation  of  the  ADA.    In  addition  to  this 
effort,  research  should  address  the  effectiveness  of  the  ADA  through 
longterm  monitoring  and  other  approaches  in  order  to  document  the  iirpact 
of  the  ADA  in  the  lives  of  persons  with  disabilities.    Passage  of  the  ADA 
impacts  heavily  on  various  sectors  in  society  and  cost  data  should  be 
collected  in  areas  such  as  reasonable  accommodations  and  readily 
achievable  environmental  modifications.  The  ADA  mandates  assistive 
technology  and  environmental  modifications  for  which  engineering  and 
techniccil  standards  research  are  needed. 

Individuals  with  disabilities  continue  to  face  prdalems  in  the  cost  and 
adequacy  of  health  insurance  and  health-related  services.  Studies  in  this 
area  would  show  the  magnitude  of  the  need  and  identify  services  and 
finance  problems.  Finally,  the  iitpact  of  the  ADA  on  individuals  with 
severe  disabilities  and  iridividuals  who  are  elderly  may  require  special 
attention. 
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Disability  Prevention  Program 

As  you  know,  the  Centers  for  Disease  Control  runs  a  primary  and 
secondary  disabilities  prevention  program.  You  have  been  critical 
to  the  development  and  growth  of  this  important  activity.  How  do 
you  think  the  program  is  working? 

The  National  Council  has  a  very  good  relationship  with  the  Centers 
for  Disease  Control  (CDC) .  Our  Council  tends  to  focus  on  the 
prevention  of  secondary  disabilities  even  through  we  are  concerned 
about  the  prevention  of  primary  disabiliteis.  Most  of  the  people 
we  serve,  are  people  who  already  have  some  type  of  disabilities. 
Very  often  people  with  disabilities  will  die  from  secondary 
conditions,  not  from  the  primary  disabilities.  The  National 
Council  feels  very  strongly  that  the  prevention  of  secondary 
disabilities  must  be  interwoven  into  the  public  health  and  health 
care  systems  in  this  country. 


Annual  Reports  Update 

What  is  the  status  of  the  National  Council's  annual  reports  for  fiscal 
years  1989,  1990  and  1991  on  the  condition  of  research  affecting 
persons  with  disabilities  and  the  activities  of  RSA  and  NIDRR? 

The  National  Council's  annual  reports  for  fiscal  year  1989  and  1990  on 
the  condition  of  research  affecting  persons  with  disabilities  and  the 
activities  of  RSA  and  NIDRR  have  been  combined  into  one  volume  and  is 
available. 

Material  and  research  for  the  National  Council's  annual  report  for 
fiscal  year  1991  is  being  compiled.  A  preliminary  draft  report  is 
expected  this  summer  with  the  final  report  expected  by  year's  end. 

What  is  the  status  of  the  National  Council's  annual  reports  for  fiscal 
year  1989,  1990  and  1991  on  the  progress  that  has  been  made  in 
implementing  the  recommendations  contained  in  the  National  Council's 
January  30,  1986,  report,  Toward  Independence? 

The  National  Council  produced  a  special  report  for  fiscal  year  1989, 
entitled.  The  Education  of  Students  with  Disabilities"  Where  Do  We 
Stand?,  which  was  in  accordance  with  the  statutory  mandate  of  the 
National  Council  which  authorizes  special  report  to  the  President  and 
Congress  regarding  the  progress  of  implementing  recommendations 
contained  in  the  National  Council's  1986  report,  Toward  Independence. 

A  special  report  for  fiscal  year  1990  on  the  Americans  with 
Disabilities  Act  is  now  under  way,  and  will  be  released  within  the 
next  few  months. 

A  special  report  for  fiscal  year  1991  is  in  the  planning  and 
conceptual  stages  and  is  expected  to  be  released  by  January  30,  1992. 


Health  Insurance 

What  were  the  findings  of  your  preliminary  study,  to  have  been 
conducted  in  fiscal  year  1990,  on  health  insurance  for  persons  with 
disabilities? 

The  National  Council  on  Disability  conducted  a  preliminary  study  on 
health  insurance  and  health-related  services  problems  experienced  by 
persons  with  disabilities.  The  study  entitled,  Potential  Study  on 
Health  Insurance  and  Persons  with  Disabilities,  was  submitted  to  the 
National  Council  in  January,  1990.    The  document  was  an  assessment  of 
the  need  for  a  national  level  study.    At  that  time,  a  number  of 
national-level  government  or  private  sector  agencies  and  organizations 
were  conducting  health  Insurance  studies  which  had  some  relevance  for 
individuals  with  disabilities.     Findings  from  the  National  Council's 
preliminary  study  indicated  that  the  health  insurance  and  health 
related  services  problems  faced  by  individuals  with  disabilities  were 


679 


nsuf f iciently  covered  in  other  studies,  such  as  that  of  the  Pepper 
.'ommission. 

:he  National  Council's  needs  assessment  indicated  that  this  agency 
:ould  play  a  vital  role  in  articulating  and  promoting  a  disability 
perspective  in  the  natipnal  dialogue  on  health  insurance  reform.  Such 
1  role  would,  at  least  partially,  mitigate  the  impact  of  the  omission 
of  health  insurance  and  health-related  services  protection  under  the 
Americans  with  Disabilities  Act.  In  addition,  a  study  would  address 
the  lack  of  a  support  system  for  non-medical  services  for  individuals 
rfith  disabilities,  such  as  personal  care  assistance,  interpreters, 
assistive  technology  and  readers.     The  National  Council's  preliminary 
report  identified  the  following  specific  issues  which  a  future  study 
might  address:     a)  pre-existing  condition  exclusions,  b)   lack  of 
adequate  health  insurance  as  a  work  disincentive,  c)  adequacy  of  the 
breath  of  coverage,  d)  high  cost  of  health  insurance. 

How  was  your  study  conducted? 

The  National  Council  on  Disability  used  the  following  information 
gathering  and  data  collection  methodologies  in  conducting  this 
preliminary  study:     a)  literature  review,  b)  discussions  with  staff 
conducting  federal  agency  and  private  sector  studies,  c)  attendance  at 
forums  on  health  insurance,  d)  meetings  with  members  of  the  health 
insurance  industry  and  other  service  providers,  regulators  and 
consumers. 

Were  your  findings  published? 

Since  this  effort  was  a  preliminary  study,  findings  were  not 
published.     However,  findings  were  shared  widely  in  discussions  with 
study  participants  and  other  interested  persons.     This  study  was  used 
as  an  in-house  document. 


Personal  Assistance 

The  National  Council  conducted  hearings  last  summer  on  personal 
assistance  services  for  individuals  with  disabilities.     Did  these 
hearings  lead  to  any  policy  recommendations? 

On  January  9th  and  10th,  the  National  Council  began  hearings  on  issues 
surrounding  the  provision  of  personal  assistance  services  for  persons 
with  disabilities  and  their  families.     During  these  two  days  of 
hearings,  we  focused  on  financial  barriers  to  the  provision  of 
personal  assistance  services  and  how  these  barriers  can  be  overcome. 
Throughout  these  two  days  of  hearings,  a  cross  section  of  groups  which 
require  Personal  Assistance  Services  testified  about  their  unique 
needs  in  this  area.     For  example.  Council  members  heard  from  several 
groups  who  provide  Personal  Assistance  Services  to  elderly  persons. 
Many  of  the  groups  testified  that  individuals  who  are  elderly  often 
require  these  services  either  because  they  are  no  longer  mentally 
capable  or  their  family  members  are  no  longer  able  to  care  for  them 
for  a  variety  of  reasons.     We  also  heard  from  a  panel  of  witnesses  who 
have  physical  disabilities  as  well  as  those  with  cognitive 
disabilities.     Two  persons  who  testified  on  behalf  of  persons  who  have 
head  injuries  explained  that  this  population  has  unique  and  ongoing 
needs  due  to  the  nature  of  their  disabilities. 

Perhaps  the  most  interesting  panel  was  the  one  which  discussed  at 
length  the  financing  of  Personal  Assistance  Services.     During  this 
panel,  we  heard  from  both  state  and  local  administrators  as  well  as  a 
the  World  Institute  on  Disability.     All  three  of  these  witnesses 
explained  that,  even  with  the  most  flexible  Personal  Assistance 
program,  there  is  currently  not  enough  money  to  provide  services  to 
all  of  the  individuals  who  request  them.     Additionally,  there  is  a 
wide  discrepancy  between  states  with  regard  to  who  is  eligible  for 
services  and  what  services  are  provided.     This  diversity  among  states 
compounds  the  already  difficult  problem  of  providing  Personal 
Assistance  Services  to  persons  with  disabilities.     A  transcript  of 
these  hearings  is  being  prepared  by  Council  staff.     When  this 
transcript  becomes  available,  we  will  be  pleased  to  share  it  available 
with  the  Subcommittee. 
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To  whom  were  these  recommendations  made,  and  how  would  you 
characterize  their  reception? 

The  National  Council  is  still  reviewing  the  recommendations  made  at 
the  hearings  on  Personal  Assistance  and  thus,  no  formal 
recommendations  have  been  submitted  to  the  Congresss.     However,  it  is 
clear  that  this  issue  will  require  the  thoughtful  consideration  of 
several  Congressional  Committees  if  our  nation  is  to  have  a 
comprehensive  Personal  Assistance  policy  because  these  services  are 
currently  funded  through  a  variety  of  programs,  including  Medicaid, 
Developmental  Disabilities  programs  and  Title  XX  Social  Services  Block 
Grant.  As  the  National  Council  develops  a  comprehensive  policy  for 
Personal  Assistance  Services  for  persons  with  disabilities,  we  will 
carefully  consider  all  of  the  appropriate  Congressional  Committees. 

Assistive  Technology  Study 

The  National  Council  received  $250,000  in  fiscal  year  1990  to  conduct 
a  study  on  the  financing  of  assistive  technology  for  individuals  with 
disabilities.     What  is  the  status  of  that  study? 

The  National  Council  on  Disability  received  funding  for  a  national 
study  on  financing  of  assistive  technology  under  Title  II  of  P.L.  100- 
407.     As  mandated  by  law,  the  National  Council  has  named  an  advisory 
Committee  composed  of  consumers  and  their  families  and  experts  in 
relevant  areas  of  assistive  technology  finance.     The  advisory 
committee  has  met  once.     The  National  Council  awarded  the  contract  for 
the  16-month  study  to  United  Cerebral  Palsy  Associations,  Inc.  The 
contractor  has  completed  two  deliverables,  a  2-day  forum  and  a 
literature  review.     Two  other  forums  are  required  by  the  contract. 
They  will  be  held  in  July,  1991  in  Portsmouth,  Maine  and  in  October, 
1991  in  Bloomington,  Minnesota.     Other  deliverables  appear  to  be  in 
the  process  of  development  and  generally,  the  contractor  is  meeting 
the  task  time  framework. 

Special  Education  Study 

We  provided  $400,000  for  fiscal  year  1990  for  a  study  in  the  area  of 
special  education.     What  is  the  precise  status  of  that  study? 

The  National  Council  awarded  the  contract  to  Towson  State  University 
to  study  the  effectiveness  of  education  programs  in  meeting  the  needs 
of  students  with  disabilities.     This  study  is  to  measure  the  quality 
of  the  educational  services  which  students  with  disabilities  using 
three  basic  criteria  which  are:  1)  academic  achievement,  2)  work 
readiness,  and  3)  quality  of  life.     In  order  to  study  these  three 
basic  criteria,  the  National  Council's  education  project  will  go  into 
six  states  and  survey  parents  of  students  with  and  without 
disabilities,  educators  and  employers  to  gain  a  better  understanding 
of  how  students  with  disabilitis  are  faring  in  these  three  fundamental 
areas.     Specifically,  the  study  will  survey  1700  student,  1700  parents 
and  600  educators  and  other  persons  working  with  these  students. 

While  the  six  states  have  not  yet  been  determined,  Towson  State 
University  has  collected  data  from  the  Office  of  Special  Education 
Programs  (OSEP)  was  well  as  a  variety  of  other  sources  collected  on 
students  in  elementary  and  secondary  education.     Using  this  data, 
Towson  State  University  has  done  a  specific  methodology  called 
"cluster  analysis"  which  separates  groups  of  states  which  have  similar 
profiles  In  terms  of  providing  educational  services  to  students  with 
disabilities.     The  National  Council  believes  that  because  this  project 
will  use  both  quantitative  (such  as  the  cluster  analysis  and  other 
data  collection  methodologies)  and  ongoing  qualitative  research  (such 
as  the  surveys  which  will  be  done)  this  study  is  likely  to  give  the 
Congress  some  fresh  information  about  the  implementation  of  the 
Individuals  with  Disabilities  Education  Act  (formerly  EHA) . 

In  addition  to  collecting  data  and  setting  up  the  project,  Towson 
State  University  has  also  begun  developing  the  survey  instruments 
which  will  be  used  in  each  of  the  six  states.    Clearly,  these  survey 
instruments  will  be  critical  to  the  success  of  this  project.  Towson 
State  University  hopes  to  begin  these  surveys  in  the  late  spring. 
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When  do  you  anticipate  its  completion? 

Towson  State  University  is  scheduled  to  submit  the  final  report  to  the 
National  Council  in  May  of  1992.     However, the  project  is  submitting 
quarterly  reports  and  also  meetings  with  members  and  staff  of  the 
National  Council  on  a  regular  basis. 

What  are  your  preliminary  findings? 

Since  this  project  is  still  in  its  infancy,   it  is  too  early  to  project 
even  preliminary  findings.     However,  the  project  is  gathering  some 
significant  data  which,  when  completely  analyzed,  should  give  a  more 
complete  picture  of  where  and  how  students  with  disabilities  are 
receiving  educational  services. 

Will  the  Council  make  any  policy  recommendations  based  on  this  study? 

Once  the  report  has  been  completed,  it  is  very  likely  that  the 
National  Council  will  make  policy  recommendations  which  are  based  on 
the  study's  findings.     As  the  Subcommittee  is  aware,  the  National 
Council  has  been  deeply  concerned  about  the  education  of  students  with 
disabilities  for  some  time.     By  asking  the  three  fundamental  questions 
which  we  have  outlined  above,  the  National  Council  is  confident  that 
this  study  will  lead  to  sound  public  policy  for  students  with 
disabilities  and  their  families 

Disincentive  to  Employment 

Following  the  Council's  forum  in  fiscal  year  1990  on  Social  Security 
and  disincentives  to  employment,  did  the  Council  make  policy 
recommendations  to  the  Congress  for  program  reform? 

In  November,  the  National  Council  sponsored  a  symposium  on  the  ^ 
development  with  of  a  national  employment  policy  for  persons  with 
disabilities.     Included  in  this  symposium  was  a  discussion  of  work 
disincentives  for  people  with  disabilities.     The  National  Council  is 
proud  of  this  symposium  because  it  brought  together  some  of  the  finest 
academicians  in  the  country  to  discuss  the  critical  issues  surrounding 
the  employment  of  persons  with  disabilities.  A  monograph  outlining  the 
deliberations  of  the  symposium  will  available  in  the  near  future.  We 
will  be  pleased  to  make  the  Subcommittee  aware  of  any  policy 
recommendations  which  are  made  as  a  result  of  the  forum. 

Disability  Prevention 

What  was  the  outcome  of  the  Council's  two  "working  sessions"  with  CDC, 
planned  for  fiscal  year  1990,  on  the  prevention  of  secondary 
disabilities? 

The  results  were  very  good.     From  one  of  these  sessions,  a  monograph 
as  been  developed  on  the  prevention  of  secondary  disabilities  among 
people  with  spinal  cord  injuries. 

Did  the  working  sessions  result  in  any  concrete  plans  with  CDC  for 
dissemination  of  finding  or  policy  recommendations? 

As  indicated  above,  a  monograph  was  developed  from  one  of  the 
sessions.     The  National  Council  in  conjunction  with  CDC  and  the 
Association  of  Minority  Health  Professions  are  in  the  process  of 
planning  a  national  conference  on  the  prevention  of  primary  and 
secondary  disabilities  in  June  of  this  year. 

What  is  the  status  of  the  Council's  proposed  conference,  to  be 
cosponsored  with  CDC,  on  the  prevention  of  both  primary  and  secondary 
disabilities? 

The  conference  on  the  prevention  of  primary  and  secondary  disabilities 
will  be  held  June  5-7,   1991  in  Atlanta,  Georgia.     The  conference  will 
be  based  upon  four  working  papers:  Injury,  Birth  Defects  and 
Developmental  Disabilities,  Chronic  Conditions  and  Quality  of  Life. 
These  papers  along  with  input  from  the  conference  participants  will 
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serve  as  the  basis  for  the  development  of  a  national  plan  on  the 
prevention  of  primary  and  secondary  disabilities. 

U.N.  Joint  Conference  on  Technology 

What  will  be  the  Council's  financial  contribution  to  the  International 
conference  on  technology,  which  It  plans  to  hold  In  conjunction  with 
the  United  Nations  In  fiscal  year  1992? 

The  National  Council  is  planning  to  support  this  conference 
financially  through  contributions,  registration  and  exhibitors'  fees. 
Members  and  staff  of  the  National  Council  will  work  on  the  planning 
and  Implementation  of  this  conference  along  with  representatives  of 
the  Center  on  Social  Development  and  Humanitarian  Affairs  of  the 
United  Nations. 

Assistance  to  Foreign  Countries 

To  which  foreign  countries  is  the  Council  providing  technical 
assistance  and  advice  in  development  of  disability  policy? 

As  you  know,  the  Americans  with  Disabilities  Act  has  received 
international  publicly.     The  National  Council  has  received  numerous 
telephone  calls  and  been  contacted  personally  by  many  foreign 
countries,  such  as  France,  China,  Japan,  and  the  Soviet  Union. 

What  assistance,  specifically,   is  the  Council  providing  these 
countries? 

At  the  present  time,  the  National  Council  is  providing  primary 
information  to  these  countries.     However,  the  Chinese  government  has 
invited  us  to  develop  a  bilateral  agreement  and  to  conduct  a  first 
hand,  review  of  the  status  of  people  with  disabilities  in  China. 

Printing  and  Reproduction  Increase 

The  Council  is  requesting  a  33.3  percent  increase  in  funding  for 
printing  and  reproduction,  from  $30,000  in  fiscal  year  1991  to  $40,000 
in  fiscal  year  1992.     Again,  the  reasons  for  this  request  are  unclear. 
The  Council  does  mention  in  its  justification  plans  to  regularly  print 
materials  in  braille  and  to  produce  tape  recordings,  but  does  not 
single  this  out  as  a  new  activity. 

What  new  or  expanded  activities  would  the  Council  undertake  with  the 
additional  funding  it  has  requested  for  printing  and  reproduction? 

The  National  Council  plans  to  spend  the  additional  funds  on 
publications  and  materials  developed  regarding  the  Americans  with 
Disabilities  Act,  such  as  fact  sheets  and  brochures. 

Is  the  Council  presently  producing  materials  in  braille  and  tape 
recordings? 

Presently,  the  National  Council  produces  a  limited  quantity  of  its 
materials  in  braille  and  on  cassette  tapes.     However,  in  FY  92  the 
National  Council  anticipates  increasing  the  number  of  documents  it  is 
currently  publishing,  and  will  therefore  increase  the  production  of 
materials  as  well  as  the  number  of  items  in  braille  and  on  tapes. 

What  dollar  amount  did  the  Council  spend  on  the  production  of  braille 
and  tape  recordings  in  fiscal  year  in  1990,  and  what  does  it  plan  to 
spend  for  fiscal  year  1991? 

The  National  Council  spent  $2000.00  in  fiscal  year  1990  on  braille 
material  and  tape  recordings.     The  National  Council  has  budgeted 
$2500.00  for  fiscal  year  1991. 

Communications  Increase 


The  Council  is  requesting  an  80  percent  increase  in  funding  for 
communications,  from  $20,000  in  fiscal  year  1991  to  36,000  in  fiscal 
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year  1992.     The  only  identifiable  reason  for  the  increase  included  in 
the  Council's  justification  is  a  desire  of  the  Council  to  increase 
distribution  of  its  quarterly  newsletter  from  20,000  to  25,000 
individuals  —  a  25  percent  increase  in  distribution. 

Why  then,  exactly,  is  the  Council  requesting  an  80  percent  increase 
for  communications? 

The  National  Council  is  requesting  the  increase  in  communication  cost 
In  order  to  be  responsive  to  many  requests  via  telephone  and  mail  for 
information  on  the  American  with  Disabilities  Act.     In  addition,  the 
additional  funding  allows  for  the  increase  in  postage  costs. 

Rent  Increase  ' ~  ' 

The  Council  states  in  its  justifications  that  it  anticipates  a  15 
percent  increase  in  the  cost  of  rent,  including  inflation,  for  its 
office  and  storage  space.     And  yet,  the  Council  is  requesting  a  53.8 
percent  increase  for  rental  payments  to  GSA. 
Please  account  for  this  disparity. 

Rent  Increase 

The  National  Council  budgeted  an  additional  $10,000  for  the  current 
space  it  occupies,  an  increase  to  $75,000  and  $25,000  for  additional 
space  requested  by  the  National  Council  for  storage. 

Travel  Increase 

The  Council  is  requesting  a  35.5  percent  increase  in  travel  funds  for 
fiscal  year  1992   (from  $152,000  to  $206,000),  but  offers  in  its 
justifications  no  unusual  circumstances  as  would  merit  such  an 
escalation. 

Please  provide  additional  detail  on  your  request. 

The  National  Council  is  requesting  the  increase  in  travel  funds  for 
fiscal  year  1992  to  cover  the  costs  of  members,  staff,  consumer 
advisors  and  individuals  invited  to  serve  as  witnesses  at  the  National 
Council's  various  forums.       In  additional  to  the  mandated  four 
quarterly  meetings,  the  National  Council  plans  to  sponsors  at  least 
four  forums  that  are  scheduled  separately  from  the  meetings.  Members 
and  staff  of  the  National  Council  serve  on  various  Interagency  task 
Forces  and  Committees  which  require  travel  costs. 

The  increase  travel  cost  is  to  also  allow  for  the  members  and  staff  to 
accept  requests  to  speak  at  various  conferences,  meetings  and 
symposiums  held  on  the  Americans  with  Disabilities  Act. 

Salary  Increase 

The  Council  expects  to  maintain  current  staffing  levels,  and  yet  has 
asked  for  an  11.4  percent  increase  for  full-time  salary  expenses  for 
fiscal  year  1992.     Inflation  over  the  next  year  is  estimated  at  about 
4.1  percent. 

How  does  the  Council  justify  its  request  for  an  11.4  percent  salary 
increase  for  full-time  permanent  employees? 

The  additional  7.3  percent  increase  is- to  cover  the  costs  of  within- 
grade  step  increases  for  employees  who  are  performing  at  the  fully 
successful  level  or  above. 

Employee  Awards 

The  Council  has  requested  $15,000  for  "employee  awards"     for  fiscal 
year  1992. 

To  who  and  in  what  amounts  have  "employee  awards"  been  granted  during 
fiscal  year  1990,  and  fiscal  year  1991  staff  to  date? 
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In  fiscal  year  1990  the  following  staff  received  monetary  awards. 

Executive  Director 
Executive  Secretary 
"    Staff  Assistant 

Public  Relations  Specialist 
Clerk  Typist 

Plaques  and  certificates  are  also  granted  to  staff  as  a  means  of 
recognition  in  addition  to  monetary  awards. 

To  date,  no  awards  have  been  granted  for  fiscal  year  1991.  The 
National  Council  usually  make  staff  awards  during  the  month  of 
September. 

What  was  the  basis,   in  each  instances,   for  making  the  award? 

The  Executive  Director  and  the  Executive  Secretary  were  granted  awards 
for  outstanding  work  performance.  In  addition,  these  two  individuals 
had  performed  extra  work  duties,  outside  of  their  job  description,  due 
to  staff  vacancies.  The  other  three  staff  were  granted  awards  for  the 
performance  of  exceptional  services,  which  was  not  a  part  of  their  job 
descriptions,  to  the  National  Council. 

SUBCOMMITTEE  RECESS 

Senator  Harkin.  Thank  you.  The  subcommittee  will  stand  in  re- 
cess until  10  a.m.,  Thursday,  March  14,  when  we  will  meet  in  SD- 
192  to  hear  from  the  National  Institutes  of  Health. 

[Whereupon,  at  4:27  p.m.,  Tuesday,  March  12,  the  subcommittee 
was  recessed,  to  reconvene  at  10  a.m.,  Thursday,  March  14.] 
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DEPARTMENTS  OF  LABOR,  HEALTH  AND 
HUMAN  SERVICES,  AND  EDUCATION  AND 
RELATED  AGENCIES  APPROPRIATIONS  FOR 
FISCAL  YEAR  1992 


THURSDAY,  MARCH  14,  1991 

U.S.  Senate, 

Subcommittee  of  the  Committee  on  Appropriations, 

Washington,  DC. 
The  subcommittee  met  at  10:10  a.m.,  in  room  SD-192,  Dirksen 
Senate  Office  Building,  Hon.  Tom  Harkin  (chairman)  presiding. 

Present:  Senators  Harkin,  Reid,  Specter,  Hatfield,  Cochran,  and 
Grorton. 

DEPARTMENT  OF  HEALTH  AND  HUMAN  SERVICES 
National  Institutes  of  Health 

STATEMENT  OF  DR.  WILLIAM  F.  RAUB,  ACTING  DIRECTOR 

accompanied  BY: 

DR  LEAMON  lee,  DIRECTOR,  DIVISION  OF  FINANCIAL  MANAGE- 
MENT 

DR  ANTHONY  FAUCI,  ASSOCIATE  DIRECTOR  FOR  AIDS  RESEARCH 
JOHN  MAHONEY,  ASSOCIATE  DIRECTOR,  OFFICE  OF  ADMINISTRA- 
TION 

DR  JOHN  DIGGS,  DEPUTY  DIRECTOR,  EXTRAMURAL  RESEARCH 
DENNIS  WILLIAMS,  DEPUTY  ASSISTANT  SECRETARY  FOR  BUDGET 

BUDGET  REQUEST 

Senator  Harkin.  The  Appropriations  Subcommittee  on  Labor, 
Health  and  Human  Services,  and  Related  Agencies  will  come  to 
order. 

First  of  all,  my  apologies  to  you,  Senator  Hatfield,  to  you,  Dr. 
Raub,  and  all  the  others  that  are  here  this  morning  for  being  a  lit- 
tle late.  My  apologies. 

Today,  the  committee  will  be  considering  the  fiscal  year  1992 
budget  request  to  the  National  Institutes  of  Health.  The  year's  re- 
quest is  $8.78  billion,  which  is  an  increase  of  $498  million  over  last 
year's  funding  level,  a  6-percent  increase. 

The  projected  biomedical  inflation  rate  this  year  is  approximately 
5.8  percent.  This  means  that  the  administration's  request  barely 
1  keeps  pace  with  the  increased  costs  associated  with  biomedical  re- 
search. 

In  past  years  this  committee  has  demonstrated  its  commitment 
ji  to  NIH  programs  by  providing  the  funding  above  this  inflation  rate 
'  (685) 
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so  that  critical  national  health  concerns  could  be  addressed.  I  hope 
we  will  continue  to  support  the  basic  research  and  scientific  inno-  ) 
vation  that  has  made  NIH  the  preeminent  scientific  institution  it 
is  today.  , 
This  budget  request  does  reflect  progress  in  a  number  of  areas  I 
of  concern  to  this  committee.  The  21,818  research  project  grants 
forecast  for  1992  is  the  highest  number  of  project  grants  in  NIH 
history.  I  am  also  pleased  at  the  estimated  percentage  of  approved  * 
grants  that  will  be  funded  is  26  percent.  That  is  up  from  24  percent 
in  1990. 

In  fact,  Dr.  Raub,  I  understand  that  you  have,  at  the  request  of  ' 
the  committee,  developed  a  comprehensive  cost  containment  plan  . 
to  limit  the  growth  in  grant  costs  to  the  biomedical  research  and 
development  price  index.  We  have  been  particularly  concerned 
about  the  declining  number  of  approved  grants  that  are  fimded 
each  year,  and  I  believe  your  plan  is  designed  to  address  this  issue  \ 
as  well.  I  look  forward  to  discussing  that  with  you  this  morning. 

I  am  concerned  about  one  area  in  particular  relating  to  the  NIH 
Grant  Program.  I  see  that  your  request  for  indirect  costs  associated 
with  the  Institutes*  1992  grant  awards  is  $1.9  billion.  This  amount 
represents  roughly  40  percent  of  the  total  amount  estimated  for  re- 
search project  grants.  As  you  know,  indirect  costs  range  from  6  per-  ' 
cent  to  155  percent  for  your  grantees,  and  as  I  just  heard  on  the 
radio  driving  in  this  morning,  it  ranges  from  everything  from  Chi- 
nese urns  to  flowers  to  yachts.  Oh,  antique  commodes  now.  I  didn't 
see  that.  Is  that  todays  paper?  I  haven't  read  the  paper.  I  just 
heard  it  on  the  radio.  And  I  would  like  to  hear  your  view  on  this 
issue  during  the  session  this  morning  and  any  of  the  other  direc- 
tors who  are  here  with  you. 

So,  again.  Dr.  Raub,  let  me  welcome  you  and  all  the  distin- 
guished people  who  are  here  today,  the  center  directors  who  are 
here.  We  are  pleased  to  have  you  with  us. 

The  biomedical  research  programs  we  will  be  hearing  about 
today  reflect  a  cutting  edge  science  that  holds  the  key  to  the  future 
health  of  not  only  our  citizens,  but  indeed  the  entire  world.  I  hope  , 
we  will  be  discussing  also  the  breakthrough  of  gene  therapy  and 
the  promise  that  this  treatment  holds  for  those  with  life-threaten- 
ing immune  disorders.  There  have  been  significant  advances  in 
vaccines  for  AIDS  victims,  Alzheimer's  disease,  neonatal  disorders. 
So,  again,  there's  a  lot  of  things  happening  out  there  that's  very  ex- 
citing. And  we  look  forward  to  hearing  more  about  those  programs  . 
today. 

I  would  leave  the  record  open  for  any  statement  by  Senator  Spec- 
ter, and  I  would  recognize  my  friend  and  colleague  from  Oregon, 
Senator  Hatfield.  j 

OPENING  REMARKS  OF  SENATOR  HATFIELD 

Senator  Hatfield.  Thank  you,  Mr.  Chairman.  I 

Dr.  Raub,  what  was  the  date  of  the  resignation  of  Dr.  i 

Wyngaarden  as  Director  of  NIH?  > 
Dr.  Raub.  July  31,  1989,  sir. 
Senator  Hatfield.  That's  1989? 

Dr.  Raub.  Yes,  sir.  ? 
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Senator  Hatfield.  And  you  are  still,  Dr.  Raub,  the  Acting  Direc- 
tor. 

Dr.  Raub.  That's  correct,  Senator. 
Senator  Harkin.  In  March  1991. 

Would  you  fill  in  the  gap  for  me  of  what  has  occurred,  or  not  oc- 
curred, between  then  and  now? 

Dr.  Raub.  Soon  after  the  time  that  Dr.  Wyngaarden  indicated  his 
plans  to  leave  his  position — and  that  was  in  the  spring  of  1989 — 
the  Department  of  Health  and  Human  Services  formed  a  search 
committee  headed  by  the  Assistant  Secretary  for  Health  that  began 
immediately  to  identify  potential,  high-quality  individuals  for  the 
position.  Typically,  the  search  committee  not  only  received  informa- 
tion on  those  who  volunteered  their  interest,  but  also  actively 
sought  out  individuals  they  hoped  would  be  interested  in  the  posi- 
tion. I  was  not  a  member  of  the  committee.  Another  senior  member 
of  the  NIH  staff  was.  I  have  no  direct  information  as  to  its  delib- 
erations. 

I  do  know  that  over  a  period  of  months  up  to  and  following  Dr. 
Wjrngaarden's  departure,  the  search  committee  attempted  to  iden- 
tify highly  qualified  candidates  interested  in  the  position.  For  one 
reason  or  another,  several  individuals  indicated  that  this  was  not 
the  position  for  them.  They  could  not  afford  the  salary  reduction 
that  would  be  involved,  were  not  interested  in  Grovemment  service 
at  this  time  in  their  lives,  and  so  on.  It  remained  that  way  until 
Dr.  Bemadine  Healy  was  identified  and  indicated  her  interest  in 
the  position.  Confirmation  action  is  now  proceeding. 

Senator  Hatfield.  I  believe  simultaneously,  as  we  meet  here, 
that  the  confirmation  hearing  for  the  permanent  Director  is  being 
held  at  this  time.  Is  that  correct? 

Dr.  Raub.  That's  correct,  as  we  speak. 

Senator  Hatfield.  Mr.  Chairman,  I  have  used  an  imusual  proce- 
dure this  morning  in  making  my  opening  remarks  by  posing  a 
question  to  make  a  point  in  saying  to  Dr.  Raub  I  welcome  him  to 
this  subcommittee  hearing,  a  man  of  extraordinary  talent  for  hav- 
ing been  able  to  hold  together  an  institution  that  is  more  of  a  con- 
I    federation  than  a  federation  anjrway,  13  separate  competing  Insti- 
I    tutes  all  most  worthy  of  greater  funding,  under  the  authority  of  an 
I    Acting  Director.  I  think  it  is  an  extraordinary  example  of  leader- 
I    ship,  and  I  commend  Dr.  Raub. 

1  I  think  it  is  very  unfortunate  for  the  institution  that  there  has 
J  been  this  inordinate  delay  between  the  time  that  notice  was  made 
'  public,  pre-July  of  1989,  by  Dr.  Wyngaarden  and  the  fact  that  it 
took  until  today  to  get  to  the  hearing  stage  of  finding  and  estab- 
ij   lishing  a  successor. 

I  You  are  neither  fish  nor  fowl  in  that  role  of  Acting  Director.  You 
j  have  to  keep  the  ship  afloat.  You  have  to  make  projections  for  the 
i  future.  And  it  is  hard  for  people  to  take  you  seriously  in  many 
)  ways  because  they  say,  well,  Dr.  Raub  is  not  going  to  be  here  to 
fulfill  or  implement  these  policies  or  changes  that  are  occurring  or 
!  should  occur.  I  just  think  it  is  a  remarkable  demonstration  of  lead- 
1  ership,  and  I  wanted  to  take  this  occasion  to  thank  you  and  to  say 
1    to  you  that  we  owe  you,  indeed,  a  great  debt  of  gratitude. 

And  again,  whether  it  is  the  process,  or  whether  it  is  the  ap- 
pointing activity,  or  whether  it  is  the  confirmation  activity,  we  all 
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must  take  some  responsibility  for  this  unconscionable  delay  in  get- 
ting a  permanent  head  to  one  of  the  most  important  agencies  this 
government  sponsors.  And  in  spite  of  this  delay,  you  have  launched 
a  science  education  program,  to  create  greater  interest  in  the  math/ 
science  field  for  young  students  coming  along  and  for  renewing  the 
interest  of  teachers  of  math/science,  a  dual  purpose.  And  I  want  to 
commend  you  for  that. 

I,  like  so  many  of  us,  all  of  us  for  that  matter,  have  several  sub- 
committees meeting  today  at  this  particular  hour  beginning  at 
9:30,  and  I  am  going  to  try  to  at  least  put  in  an  appearance  at  a 
number  of  them.  So,  if  you  would  excuse  me,  Mr.  Chairman. 

I  do  have  some  questions  concerning  sleep  disorders  and  a  few 
other  things  that  are  of  interest  to  all  of  us. 

But  I  just  wanted  to  take  the  opening  statement  format  of  this 
subcommittee  to  make  this  tribute  to  a  very,  very  phenomenal 
leader. 

Dr.  Raub.  Thank  you.  Senator. 

Senator  Harkin.  I  would  like  to  associate  myself  with  those  com- 
ments also.  Dr.  Raub.  And  again,  my  high  esteem  and  my  thanks 
for  all  that  you  have  done  at  NIH  over  the  last  couple  of  years. 

Senator  Hatfield.  May  I  add  one  P.S.? 

Senator  Harkin.  Yes. 

Senator  Hatfield.  And  to  the  leader  of  each  of  those  13  Insti- 
tutes I  commend  you,  because  Dr.  Raub  could  not  have  done  it  by 
himself.  And  so,  all  of  you  ladies  and  gentlemen,  and  others  who 
represent  the  Institute  leadership,  it  is  a  composite  compliment 
that  I  want  to  offer. 

Thank  you,  Mr.  Chairman. 

Senator  Harkin.  Speaking  of  subcommittee  and  committee  hear- 
ings, another  committee  that  I  am  on  right  now  is  meeting  upstairs 
on  the  confirmation  hearing  for  Ms.  Healy  right  now. 

Dr.  Raub,  again,  welcome  and  your  statement  will  be  made  a 
part  of  the  record  in  its  entirety,  and  please  proceed  as  you  so  de- 
sire. 

INTRODUCTION  OF  ASSOCIATES 

Dr.  Raub.  Thank  you,  Mr.  Chairman.  First,  111  introduce  the  in- 
dividuals at  the  table  with  me.  Beginning  on  my  far  right,  Mr. 
Dennis  Williams,  Deputy  Assistant  Secretary  for  Budget,  Depart- 
ment of  Health  and  Human  Services;  Dr.  Anthony  Fauci,  in  his  ca- 
pacity as  the  NIH  Associate  Director  for  AIDS  Research;  Dr.  , 
Leamon  Lee,  who  is  the  Director  of  Financial  Management  at  the  t 
NIH;  John  Mahoney,  who  is  the  NIH  Associate  Director  for  Admin- 
istration; and  Dr.  John  Diggs,  the  newly  appointed  Deputy  Director 
for  Extramural  Research.  | 

Mr.  Chairman,  with  your  permission  I  will  submit  my  prepared 
statement  for  the  record  and  offer  only  a  few  highlights  now. 

FISCAL  YEAR  1992  BUDGET  REQUEST 

During  the  past  year,  the  programs  of  the  NIH  were  particularly 
productive.  Most  dramatic  were  the  first  two  instances  of  human 
gene  therapy,  one  involving  an  inherited  disorder  of  the  immune  t 
system,  one  involving  the  treatment  of  advanced  cancer  and  both  | 
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exhibiting  the  fhiits  of  an  extraordinary  partnership  among  sci- 
entists from  the  National  Heart,  Lung,  and  Blood  Institute  and  the 
National  Cancer  Institute.  This  blending  of  expertise  from  several 
disciplines  in  a  stable  collaboration  over  a  long  period  of  time  illus- 
trates the  special  strength  of  the  NIH  Intramural  Program. 

Many  other  outstanding  advances  in  science  and  in  medicine  are 
described  in  the  formal  budget  justification  and  in  our  individual 
statements  for  this  hearing. 

Against  this  backdrop  of  achievement,  the  President  is  request- 
ing $8,775  million  for  tne  NIH  for  fiscal  year  1992,  an  increase  of 
$498  million  over  the  fiscal  year  1991  level.  This  proposed  incre- 
ment of  6  percent  compares  favorably  to  the  overall  cap  for  domes- 
tic spending  that  is  associated  with  the  deficit  reduction  agreement 
between  the  Congress  and  the  executive  branch. 

Within  the  6-percent  increase,  the  NIH  proposes  to  place  special 
emphasis  on  the  following  activities:  Research  project  grants;  the 
NIH  Intramural  Research  Program,  especially  the  refurbishing  of 
its  infrastructure  to  meet  the  needs  ana  challenges  of  the  new  era 
in  biomedicine;  the  Human  Genome  Program;  and  programs  to  de- 
velop minority  scientists,  improve  minority  health,  and  strengthen 
institutions. 

Among  these,  the  proposed  budget  for  research  project  grants  is 
noteworthy,  providing  for  5,785  new  and  competing  renewal 
awards,  the  same  number  as  this  year,  and  21,818  total  awards. 
This  is  the  highest  level  ever  proposed,  and  represents  a  total  in- 
vestment of  almost  $5  billion,  an  increase  of  8.8  percent  over  the 
fiscal  year  1991  level,  providing  3  percent  real  growth  above  the 
biomedical  research  and  development  price  index  of  5.8  percent. 

Integral  to  the  budget  request,  especially  the  portion  covering  re- 
search project  grants,  is  the  financial  management  plan  that  the 
NIH  developed  and  is  implementing  in  response  to  the  congres- 
sional report  language  accompanying  the  fiscal  year  1991  appro- 
priations. Our  goal  is  to  control  costs  in  such  a  way  as  to  introduce 
greater  predictability  with  respect  to  both  the  overall  funding  op- 
portunities from  one  year  to  the  next  and  the  specific  fimding  lev- 
els throughout  the  life  of  any  particular  project.  The  core  idea  is 
to  impose  explicit  constraints  on  year-to-year  growth  of  the  costs  of 
grants  in  the  aggregate^  but  to  rely  upon  informed  judgment  of 
peer  reviewers  and  staff  to  make  grant-by-grant  decisions  within 
that  ceiling. 

Also  manifest  in  the  request  for  fiscal  year  1992  are  proposals  to 
continue  and  enlarge  upon  initiatives  launched  in  fiscal  year  1991 
through  use  of  a  portion  of  the  NIH  Director's  discretionary  fund. 
These  involve  women's  health  research,  minority  health  research, 
science  education  at  the  elementary,  secondary,  and  baccalaureate 
levels,  and  research  training  relevant  to  rehabilitation  and  physical 
medicine. 

PREPARED  STATEMENT 

Mr.  Chairman,  we  approach  fiscal  year  1992  with  a  sense  of  ex- 
citement derived  from  our  momentum  and  the  burgeoning  research 
opportunities  in  almost  every  area  of  biomedical  science  from  treat- 
ment to  prevention.  At  the  same  time,  we  maintain  a  healthy  re- 
spect for  the  complexities  of  human  disease  and  how  much  we  nave 
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yet  to  leam.  We  are  committed  to  giving  the  American  people  a 
substantial  return  on  their  generous  investments  in  the  NIH. 

We  will  be  pleased  to  respond  as  best  we  can  to  questions  that 
you  have. 

[The  statement  follows:] 
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STATEMENT  OF  DR.  WILLIAM  F.  RAUB 

Mr.  Chairman,   I  am  privileged  to  appear  before  the  Subcommittee 
to  present  the  President's  FY  1992  budget  proposal  for  the  National 
Institutes  of  Health.     I  will  touch  on  some  significant  research 
advances  that  have  been  made  during  the  past  year,  describe  briefly 
our  management  plan  for  funding  research  grants,  and  outline  the 
highlights  of  the  FY  1992  budget  proposal. 

Subsequently,   the  Directors  of  the  several  Institutes,  Centers, 
and  Divisions  will  extend  and  amplify  selected  topics  from  their 
unique  perspectives. 

SIGNIFICANT  ACHIEVEMENTS 

o     Enormous  progress  is  being  made  in  molecular  genetics,  pointing 
the  way  to  totally  new  forms  of  therapy.     Last  September  a  team 
of  scientists  from  the  National  Heart,  Lung,  and  Blood 
Institute  and  the  National  Cancer  Institute  initiated  the  first 
clinical  trial  of  human  gene  therapy  by  infusing  a  severely 
immunodef icient  4-year-old  girl  with  her  own  white  blood  cells 
into  which  a  normal  adenosine  deaminase  (ADA)  gene  had  been 
inserted.     The  patient  has  ADA  deficiency  disease,  an  extremely 
rare  inherited  disease  that  can  cause  death  if  untreated.  At 
the  latest  report  the  young  girl  was  doing  well. 

Then,  on  January  29  this  year  the  same  team  of  NIH  scientists 
performed  the  first  gene  therapy  for  cancer  patients.  Two 
patients  were  given  transfusions  of  genetically  modified  tumor 
infiltrating  lymphocytes  (TIL)  removed  from  their  own  tumors. 
These  naturally  occurring  cancer-killing  cells  were  armed  in 
the  laboratory  with  a  gene  capable  of  producing  tumor  necrosis 
factor  (TNF) ,  a  potent  antitumor  toxin.     The  genetically 
altered  cancer-killing  cells  that  were  returned  to  the  patients 
are  expected  to  carry  the  TNF  gene  directly  to  the  tumor 
site(s),   thereby  potentially  maximizing  the  gene's  benefit  and 
avoiding  the  toxicity  that  could  result  if  TNF  were  distributed 
throughout  the  body.     If  TNF  is  active  throughout  the  body  for 
too  long  or  at  too  high  a  concentration,  it  can  cause  shock  and 
body  wasting. 

These  unparalleled  advances  also  provide  excellent  examples  of 
the  unique  ability  of  the  NIH  intramural  environment  to  foster 
sustained  collaborative  efforts  by  leading  scientists  across 
disciplinary  and  organizational  lines. 

o    Last  year  brought  a  major  clinical  advance  in  the  treatment  of 
spinal  cord  injury.     A  clinical  trial  supported  by  grants  from 
the  National  Institute  of  Neurological  Disorders  and  Stroke 
demonstrated  the  first  effective  treatment  for  this  devastating 
problem  experienced  by  about  10,000  Americans  each  yeat.  When 
patients  in  the  study  were  given  large  doses  of  the  drug 
methylprednisolone  within  eight  hours  of  their  injury,  they 
regained  significantly  more  motor  and  sensory  function  than 
untreated  patients  or  those  who  received  another  drug. 

o    The  NIH  continued  its  aggressive  support  of  laboratory  and 
clinical  research  directly  geared  toward  developing  new 
treatments  and  potential  vaccines  for  AIDS.     In  this  connec- 
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tion,   I  note  a  particular  finding  by  scientists  at  the  New 
England  and  the  Delta  Regional  Primate  Centers  supported  by  the 
^  National  Center  for  Research  Resources  and  the  National 

Institute  of  Allergy  and  Infectious  Diseases.     They  demon- 
strated that  a  vaccine  against  simian  immunodeficiency  virus 
(SIV)  could  confer  protection  upon  rhesus  monkeys.     Within  a 
matter  of  days  program  leaders  at  NIH  and  elsewhere  stopped 
saying  "If  we  can  develop  a  vaccine  against  HIV...."  and 

instead  were  saying  "When  we  develop  a  vaccine  "     The  SIV- 

infected  monkey  gives  us  an  extremely  valuable  means  to  unravel 
the  details  of  how  this  retrovirus  and  its  cousins  produce 
life- threatening  dysfunction  of  the  immune  system. 

None  of  these  scientific  advances  would  have  been  possible 
without  laboratory  animals.     They  illustrate  the  indispensability 
of  research  with  animals  and  its  extraordinary  importance  for 
combatting  human  disease  and  disability.     The  work  with  SIV  and 
monkeys  almost  certainly  will  set  the  pace  of  progress  for  much  of 
the  AIDS  research  effort  for  the  foreseeable  future.     Similarly,  the 
use  of  animals  was  crucial  to  the  progress  of  the  gene  therapy 
studies  and  the  work  on  spinal  cord  injury. 

The  scientific  developments  that  I  have  highlighted  and  the 
others  that  will  be  presented  in  subsequent  testimony  demonstrate 
that  the  biomedical  research  community  is  entering  the  1990s  with 
unprecedented  opportunities  for  new  discoveries  that  will  improve 
human  health.     Indeed,  we  are  now  supporting  more  biomedical 
research  scientists  today  than  at  any  point  in  history.     These  many 
scientists  will  be  available  to  pursue  an  unprecedented  number  of 
these  opportunities.     When  discussing  scientific  opportunities,  it 
should  be  noted  that  the  very  nature  of  scientific  progress  means 
that  with  every  new  discovery  or  advance,  more  new  opportunities  are 
uncovered- -and  that  it  becomes  obvious  that  it  would  be  impossible 
to  pursue  every  one  of  this  ever  multiplying  number  of  opportuni- 
ties.    The  NIH  is  pursuing  a  record  level  of  these  opportunities  and 
works  to  ensure  that  the  Nation's  resources  are  applied  to  those 
investigations  with  the  greatest  chances  of  success.     It  should 
also  be  noted  that  these  opportunities  arise  in  the  context  of 
substantial  increases  in  the  costs  of  conducting  biomedical  research 
and  the  prospect  of  tight  restraints  on  domestic  spending  by  the 
Federal  Government. 

In  response  to  these  realities,   the  NIH  has  developed  and  put 
into  practice  the  financial  management  plan  called  for  by  the  House 
and  Senate  Appropriations  Committees.     The  core  idea  is  to  impose 
specific  constraints  on  the  year-to-year  growth  of  the  costs  of 
grants  in  the  aggregate,  but  to  allow  the  informed  judgement  of  peer 
reviewers  and  staff  to  obtain  on  a  grant-by- grant  basis  within  these 
ceilings.     The  plan  takes  into  account  the  need  for  its  continuing 
evaluation  and  refinement  in  consultation  with  Congress  and. the 
biomedical  research  community.     The  FY  1992  NIH  budget  request  was 
formulated  in  accordance  with  the  principles  of  the  financial 
management  plan. 

The  President's  FY  1992  request  for  the  NIH  totals  $8,774.9 
million,  an  increase  of  $498.1  million  or  6  percent  over  the  FY  1991 
level.     Included  in  this  request  is  $851.2  million  for  AIDS,  an 
increase  of  5.8  percent;   $110.5  million  for  the  Human  Genome 
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Program,  an  increase  of  26.4  percent;  and  $112.6  million  for 
minority  programs,  an  increase  of  26.1  percent. 

Within  the  requested  total  for  FY  1992,  NIH  concentrated 
heavily  on  providing  substantial  increases  to  the  most  research- 
intensive  mechanisms,  especially  those  supporting  basic  research. 
Thus,  research  project  grants,  research  centers,  cooperative 
clinical  research,  R&D  contracts,  the  intramural  program,  and 
cancer  prevention  and  control  were  accorded  the  largest  increases. 
In  the  aggregate,  an  increase  of  7.6  percent  is  requested  for  these 
mechanisms.     Research  project  grants  would  be  funded  at  a  level  of 
$4,892.8  million,  which  is  8.8  percent  over  the  FY  1991  level.  That 
is  3  percent  real  growth  when  compared  with  the  Biomedical  Research 
and  Development  Price  Index,  which  currently  is  5.8  percent. 

The  requested  amount  would  fund  21,818  research  project  grants, 
632  more  than  in  FY  1991,  and  the  highest  number  ever  in  one  year. 
This  includes  support  for  5,785  competing  research  project  grants, 
the  same  level  as  the  current  fiscal  year.     The  funded  rata  for 
competing  grants,  that  is,  the  percent  of  reviewed  applications 
funded,  would  be  26  percent. 

The  NIH  believes  it  is  critical  that  a  stable  number  of 
research  trainees  receive  support  and  that  adequate  stipend  levels 
be  provided.     Thus,   the  FY  1992  request  of  $314.6  million  will 
support  a  total  of  12,318  trainees,  an  increase  of  140  trainees  over 
the  FY  1991  level,  while  providing  for  a  4  percent  increase  in 
stipends. 

Manifesting  the  high  priority  that  the  NIH  attaches  to 
improving  the  health  status  of  minorities  and  to  addressing  minority 
underrepresentation  in  biomedical  research,   the  budget  request 
includes  an  overall  increase  of  26.1  percent  for  NIH  programs 
designed  to  assist  minority  biomedical  researchers.     An  important 
feature  of  the  budget  is  the  provision  of  $15  million  to  initiate  a 
new  Research  Facility  Improvement  Program  for  renovation  of  existing 
facilities  and  the  construction  of  new  facilities  at  historically 
Black  colleges  and  universities  and  similar  institutions;  these 
institutions  will  be  assisted  toward  making  their  environments 
competitive  with  those  of  research- intensive  majority  institutions. 

The  intramural  research  program  at  NIH  constitutes  the  Nation's 
preeminent  institution  for  biomedical  sciences.     The  excellence  of 
NIH  scientists  and  the  exceptional  intramural  facilities  afford  many 
research  opportunities  that  do  not  exist  elsewhere.     The  request  for 
intramural  research  of  $987.9  million  provides  an  increase  of  6.8 
percent  over  the  FY  1991  level;   included  in  the  request  is  a  one- 
time amount  of  $4.2  million  to  outfit  the  new  Silvio  0.  Conte  Child 
Health/Neuroscience  Building.     Also  featured  in  the  budget  request 
is  $104  million  to  continue  the  multiyear  effort  to  revitalize  the 
infrastructure  of  NIH  research  laboratories  and  supporting  systems. 

In  FY  1992,   the  NIH  proposes  to  continue  the  Biomedical/Life 
Science  Education  Program  it  launched  in  FY  1991  to  stimulate 
interest  in  biomedical  careers  in  the  pre-college  years  and  to 
promote  adult  science  literacy.     This  new  program  is  designed  to 
complement  the  general  science  and  math  education  initiatives  being 
spearheaded  by  the  National  Science  Foundation  and  the  Department  of 
Education. 
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The  request  includes  $2.5  million  for  the  new  Office  of 
Minority  Programs,  which  is  responsible  for  establishing  NIH-wide 
goals  and  policies  for  activities  targeted  at  research  and  training 
related  to  minorities.     Leadership  in  this  program  will  be  provided 
by  the  newly- appointed  Associate  Director  for  Minority  Programs. 
This  program  is  a  part  of  NIH's  effort  to  address  overall  minority 
program  direction  and  improve  minority  health. 

With  respect  to  employment  of  personnel  within  the  Agency,  the 
NIH  has  outlined  its  plans  for  increasing  the  number  of  minorities 
and  women  in  applicant  pools  by  undertaking  special  outreach  and 
recruitment  efforts.     Increased  representation  of  minorities  and 
women  in  applicant  pools  will  eventually  result  in  more  hiring  from 
these  groups.     Increased  emphasis  will  be  placed  on  providing 
quality  training  and  career  development  opportunities  to  address 
underrepresentation  and  salary  disparities  among  the  various  groups. 

The  request  also  includes  $2.5  million  for  the  Office  of 
Women's  Health  Research.     Using  these  funds,   the  NIH  Associate 
Director  for  Research  on  Women's  Health  will  work  with  the  Insti- 
tutes to  ensure  that  research  pertaining  to  women's  health  is 
identified  and  addressed  through  activities  conducted  and  supported 
by  the  NIH. 

Within  the  Office  of  the  Director,  a  total  of  $20  million  is 
requested  for  the  Director's  Discretionary  Fund.     This  fund  proved 
particularly  valuable  to  date  during  FY  1991  in  providing  resources 
to  launch  preliminary  efforts  relevant  to  science  education, 
minority  health,  and  women's  health  described  above.  Requested 
funding  for  the  National  Library  of  Medicine  of  $100.54  million  is  a 
10  percent  increase  over  the  FY  1991  level  and  includes  a  $3  million 
increase  for  NLM  activities  related  to  the  multlagency  High  Perform- 
ance Computing  and  Communications  Initiative  being  coordinated  by 
the  White  House  Office  of  Science  and  Technology  Policy. 

The  year  1992  promises  to  be  another  good  one  for  NIH,  as  the 
Agency  continues  exploring  the  frontiers  of  biomedical  research  in 
an  effort  to  improve  human  health.     Many,  many  scientific  inquiries 
will  be  supported,  helping  to  ensure  a  healthier  future  for  the  c 
citizens  of  the  United  States. 

I  would  be  pleased  to  respond  to  your  questions, 
h        J  SCIENCE  EDUCATION 

Senator  Harkin.  Thank  you  very  much,  Dr.  Raub. 
Senator  Hatfield. 

Senator  Hatfield.  Mr.  Chairman,  you  are  very  gracious.  Thank 
you  very  much. 

Senator  Harkin.  I  appreciate  your  being  here. 

Senator  Hatfield.  Dr.  Raub,  could  you  give  us  a  little  assess- 
ment of  your  math/science  initiative  that  we  commended  you  and 
encouraged  you  to  expand  last  year  in  the  Senate  report?  As  vou 
know,  since  that  time.  Senator  Kennedy  and  I  have  succeeded  in 
passing,  I  ^ess,  the  only  education  legislation  enacted  last  session 
in  establishing  regional  math/science  centers.  These  centers  will 
address  the  same  duality  of  developing  interest  at  the  elementary 
school  level  in  math/science  and  to  also  renew  the  interest  of  teach- 
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ers  and  provide  them  more  hands-on  activity.  So,  would  you  give 
us  a  little  assessment  of  what  you  think  youVe  accomplished  and 
where  you  may  be  headed  with  this  program? 

Dr.  Raub.  The  effort  begins  with  the  recognition,  as  you  just 
said,  that  it  is  no  longer  enough  for  the  NlH  to  limit  itself  to 
predoctoral  and  postdoctoral  training  and  career  development,  that 
we  must  extend  our  interests  further,  more  specifically  to  include 
the  K  through  12  setting. 

Our  initiative  has  many  components  to  it.  The  cornerstone  is  the 
introduction  this  year  of  science  education  partnership  awards  that 
we  are  undertaking  in  collaboration  with  the  Alcohol,  Drug  Abuse, 
and  Mental  Health  Administration.  These  awards  will  be  made  to 
institutions,  primarily  academic  institutions,  that  will  encourage 
partnerships  among  working  scientists  in  the  universities  and  the 
industrial  setting,  professional  educators  in  the  school  systems,  and 
other  interested  members  and  institutions  in  the  community.  The 
general  idea  is  to  get  yoimg  people  knowledgeable  and  excited 
about  science,  to  expose  them  to  some  role  models,  to  the  issues 
that  face  our  society.  While  we  obviously  hope  that  many  of  them 
will  be  attracted  into  science  studies  and,  therefore,  science  ca- 
reers, even  for  those  who  are  not,  we  believe  it  is  vital  that  the 
level  of  public  literacy  about  science,  whatever  professions  they 
enter,  be  high. 

Complementing  that  initiative,  there  are  a  number  of  other  ac- 
tivities. As  part  of  biomedical  research  support  grants,  we  have  a 
special  element  that  encourages  high  school  science  teachers,  espe- 
cially those  who  are  minorities  or  who  teach  large  numbers  of  mi- 
nority students,  to  have  an  affiliation  such  as  a  summer  research 
experience  in  a  research  laboratory.  We  hope  these  affiliations  will 
give  them  new  insights,  new  relationships,  and  connections  that 
will  last  them  through  the  year,  not  only  to  keep  their  own  literacy 
and  motivation  high,  but  to  pass  that  on  to  their  students. 

NIH  itself  has  cooperative  efforts  with  a  number  of  institutions 
in  the  region.  One  of  the  programs  we  will  begin  this  year  is  the 
Saturday  Scholars,  which  will  provide  an  extended  Saturday  morn- 
ing lecture  and  laboratory  experience  for  high  school  students  in 
this  area.  This  is  but  the  beginning  of  what  we  hope  can  be  a  com- 
prehensive and  thorough  reentry  into  this  aspect  of  math  and 
science  education. 

RESEARCH  TRAINING 

Senator  Hatfield.  Do  you  remember  a  year  or  two  ago  we  had 
difficulty  in  maintaining  a  stable  number  of  training  grants?  There 
were  many  reasons,  but  one  was  the  inadequate  levels  of  the  sti- 
pends. And  your  authorized  increase  of  the  stipend  resulted  in  a  re- 
duction of  the  number  of  grants  awarded.  How  are  we  doing  on 
training  grants  this  fiscal  year?  Have  you  filled  all  of  the  slots  in 
the  training  grant  programs,  say,  for  fiscal  year  1991? 

Dr.  Raub.  The  slots  for  the  training  grant  programs  continue  to 
be  actively  sought  after,  and  it  remains  a  high  priority  effort  for 
us  with  somewhere  in  excess  of  12,000  trainees.  We  are  proposing 
a  stipend  increase  as  part  of  the  1992  request,  an  increase  of  4  per- 
cent, as  a  way  of  staying  competitive  in  that  arena.  As  I  am  sure 
you  can  appreciate,  the  situations  vary  considerably  across  the 
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country  with  some  areas  much  more  expensive  than  others.  With 
our  stipend  level,  we  are  competitive  in  many  parts  of  the  country, 
but  institutions  in  the  high-cost  regions  do  supplement  our  stipend 
levels  from  private  local  mnds  as  a  wav  of  making  themselves  com- 
petitive. We  believe  we  have  a  workable,  stable  arrangement  there, 
and  are  anxious  to  continue  that  investment  in  the  next  generation 
of  scientists. 

SLEEPING  DISORDERS 

Senator  Hatfield.  One  last  question.  Do  you  have  a  date  when 
the  National  Commission  on  Sleep  Disorders  will  be  finishing  up 
their  report? 

Dr.  Raub.  I  do  not  know  the  date  exactly.  I  know  they  are  look- 
ing toward  possibly  this  fall  having,  if  not  the  final  report,  cer- 
tainly some  major  information  available.  As  you  know,  several  of 
our  institutes  have  a  strong  research  interest  in  various  aspects  of 
sleeping  disorders. 

Senator  Hatfield.  Thank  you,  Mr.  Chairman.  Thank  you,  Dr. 
Raub. 

dissemination  of  research  results 

Senator  Harkin.  Dr.  Raub,  one  item  that  was  in  the  paper  this 
morning  announced  a  new  treatment  which  cuts  rectal  cancer 
deaths  sharply.  It  is  not  so  much  the  substance  that  I  wanted  to 
focus  my  first  question  on,  but  rather  the  procedure  of  announcing 
these  new  findings  and  clinical  trials. 

There  have  been  over  the  last  year  a  number  of  situations  in  the 
press  where  there  have  been  complaints  raised  that  a  lot  of  these 
scientific  findings  were  not  released  early  because  they  waited  until 
they  were  published  in  the  scientific  journal,  usually  the  New  Eng- 
land Journal  of  Medicine.  The  charge  has  been  too  often  research- 
ers are  intent  on  having  their  research  work  published  first  in 
medical  journals  and  withhold  information  from  the  practicing 
medical  community  until  the  publications  occur.  This,  in  fact,  has 
often  been  a  requirement  for  publication. 

I  just  wonder  what  policy  reviews  you  have  put  in  place  to  en- 
sure that  as  soon  as  valid  research  results  are  available,  they  are 
released  and  disseminated  in  an  aggressive  manner  to  the  medical 
community  around  the  country? 

Dr.  Raub.  We  have  made  that  process  a  high  priority  issue  dur- 
ing the  past  year.  The  Cancer  Institute's  announcement  yesterday, 
that  appears  in  the  newspaper  today,  was  developed  with  what  is 
emerging  as  an  NIH-wide  approach  for  selective,  rapid  dissemina- 
tion of  that  kind  of  information. 

In  the  past,  many  institutions,  including  NIH,  have  been  frus- 
trated by  the  delays  associated  with  the  journal  review  process. 
While  delays  are  mdividually  imderstandable,  when  the  subject 
matter  of  the  finding  involves  something  that  could  be  immediately 
applicable,  especially  in  life-threatening  situations,  we  feel  it  in- 
cumbent upon  ourselves  to  do  something  to  make  the  process  faster 
and  more  efficient  without  compromising  the  critical  review  that  is 
needed  to  protect  the  patients  and  the  practicing  physicians  and 
ensure  that  the  information  is  valid. 
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Our  efforts  culminated  in  a  special  meeting  this  past  January  of 
leading  scientists,  journal  editors,  and  other  interested  members  of 
the  community.  This  workshop,  held  at  NIH,  was  partly  retrospec- 
tive and  partly  prospective.  The  retrospective  part  was  to  look  at 
five  case  histories,  individual  clinical  trials,  where  the  results  ei- 
ther had  or  had  not  been  disseminated  rapidly.  We  tried  to  under- 
stand what  had  worked  and  what  had  not  worked  in  each  of  those 
individual  instances,  and  then  synthesize  that  information  into 
some  common  ideas. 

A  critical  part  of  that  meeting  was  the  participation  of  several 
leading  journal  editors  who  indicated  their  willingness  to  take  spe- 
cial steps  to  expedite  their  peer  review  whenever  a  finding  affecting 
a  life-threatening  disorder  occurs.  The  journal  editors  also  agreed 
to  be  more  tolerant  with  respect  to  situations  in  which  some  pub- 
lication has  occurred  before  a  full  scientific  manuscript  exists. 

We  will  continue  to  refine  this  model,  but  we  believe  we  are  on 
the  right  track  and  have  the  means  within  the  NIH  to  be  selective 
in  identifying  those  clinical  trials  that  have  this  kind  of  result  that 
demands  rapid  dissemination.  Associated  with  each  clinical  trial  is 
a  soHd  review  system  of  independent  scientists,  so  we  have  a  built- 
in  peer  review.  Wherever  practical,  we  will  seek  a  further  external 
peer  review,  either  associated  with  a  journal  or  an  ad  hoc  one  that 
we  could  assemble  on  our  own.  We  will  continue  to  work  to  make 
the  entire  process  nm  faster.  I  am  optimistic  that  the  journals  are 
with  us  on  this.  No  doubt  we  will  learn  and  further  refine  the  pro- 
cedure, but  I  think  we  have  turned  the  comer  with  respect  to  hav- 
ing a  means  to  deliver  validated  results  into  the  hands  of  the  prac- 
ticing community  and  thus  available  to  patients. 

Senator  Harkin.  Explain  for  me  how  come  when  I  read  this  arti- 
cle it  says,  "according  to  a  study  published  in  today's  issue  of  the 
New  England  Journal  of  Medicine"? 

Dr.  Raub.  That  is  an  instance  where  the  journal,  recognizing  and 
agreeing  with  the  Cancer  Institute  that  this  is  something  that 
should  be  expedited,  put  aside  its  normal  deadlines  and  made  spe- 
cial efforts  to  get  its  review  in  place  for  this  publication. 

DISSEMINATION  OF  RESEARCH  RESULTS 

Senator  Harkin.  In  other  words,  you  were  pushing  it  and  not 
them.  In  other  words,  you  were  in  the  lead  in  terms  of  getting  the 
information  out,  and  they  decided  they  wanted  to  jump  on  board. 

Dr.  Raub.  Well,  the  Institute  had  to  be  the  one  to  take  the  ini- 
tiative, but  the  journal  certainly  did  not  resist  it.  It  was  cooperative 
as  well. 

Senator  Harkin.  In  other  words,  you  were  putting  the  informa- 
tion out  regardless  of  what  they  did,  regardless  of  what  the  New 
England  Journal  did. 

Dr.  Raub.  In  this  instance,  every  effort  was  put  into  a  coopera- 
tive effort.  Had  the  journal  not  been  able  or  willing,  the  institute 
and  the  NIH  would  have  had  to  think  through  another  scenario. 
But  we  might  very  well  have  published  an  alert  based  on  our  own 
review  in  that  circumstance.  It  didn't  come  to  that,  and  I  don't 
think  many  will  in  the  future. 
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^  Nffl  DIRECTOR 

Senator  Harkin.  The  second  area  that  I  wanted  to  cover  was  the 
recommendations  made  by  your  advisory  committee  that  included  j 
some  that  said  that  the  NIH  director  should  have  substantially  in-  ! 
creased  authorities,  including  final  appointment  power  for  senior  I 
NIH  scientists  and  administrative  staff,  and  for  scientific  appoint-  j 
ments  to  NIH  advisory  committees,  councils,  and  boards.  It  was 
also  recommended  that  the  NIH  director's  position  should  be  a  6- 1 
year  term  appointment.  j 

What  is  the  status  of  the  recommendations  made  by  the  Sec- 
retar/s  Advisory  Committee  on  the  National  Institutes  of  Health  i 
Director?  I 

Dr.  Raub.  To  the  best  of  my  knowledge.  Secretary  Sullivan  has  \ 
not  made  final  decisions  about  that  package.  I  imderstand,  though,  i* 
that  those  issues  or  some  of  them  have  been  central  to  his  discus-  \ 
sions  with  potential  candidates  for  the  position,  including  Dr.  I 
Healy.  I  expect  that  the  Secretary's  decisions  will  come  forward  as  i 
part  of  the  final  steps  in  the  appointment  process. 

Senator  Harkin.  We  were  going  to,  as  you  know,  change  the 
term  to  6  years.  It  was  dropped,  and  Fm  wondering  if  that  is  some- 
thing that  ought  to  be  legislatively  enacted  or  not.  Do  you  have  any  f 
views  on  that? 

Dr.  Raub.  I  don't  know  the  current  thinking  within  the  Depart- 
ment on  that,  sir. 

ONE  PERCENT  TRANSFER  AUTHORITY 

Senator  Harkin.  Just  a  couple  more. 

Congress  gave  the  Director  the  authority  to  transfer  up  to  1  per- 
cent of  the  funds  from  any  institute  or  center  to  any  other  institute  ' 
or  center.  The  authority,  as  I  understand,  has  not  been  used 
yet  

Dr.  Raub.  That's  correct. 

Senator  Harkin  [continuing].  Although  each  institute  and  center 
has  the  1  percent  funds  in  reserve  for  possible  use.  I  guess  this  is  ; 
a  two-part  question. 

Do  you  expect  to  use  this  authority?  And  second,  is  this  a  useful 
tool  for  the  director  to  have  and  should  we  again  try  to  provide  that  , 
authority  in  1992?  ^ 

Dr.  Raub.  If  I  may,  Fll  address  those  questions  in  reverse  order  ^ 
to  put  it  in  context. 

In  my  judgment,  the  authorities  are  extremely  valuable.  They 
have  been  valuable,  as  I  will  explain  in  1  minute,  this  year,  and 
I  believe  they  will  be  of  increasing  value  when  Dr.  Healy  assumes 
her  post.  [ 

Actually  the  appropriation  carried  two  veiy  special  authorities. 
One  was  a  $20  million  discretionary  fund  within  the  appropriation 
to  the  Office  of  the  Director,  and  the  other  was  the  1-percent  trans-  ' 
fer  authority.  [ 

During  the  first  5  months  of  this  fiscal  year,  I  put  my  principal 
attention  on  the  discretionary  fund  and,  as  I  indicated  in  the  open-  ^ 
ing  statement,  have  allotted  a  portion  of  that,  in  total  about  $6  mil- 
lion out  of  the  $20  million,  as  a  way  of  starting  selectively  some  | 
of  these  new  activities  that  nave  an  NIH-wide  impact. 
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In  addition,  we  have  solicited  from  the  institutes,  centers,  and  di- 
visions their  ideas  as  to  what  aspects  of  their  program  might  be  ex- 
tended or  amplified  by  an  allocation  from  that  discretionary  fund. 
We  will  begin  a  review  of  those  soon,  and  hope  to  have  for  Dr. 
Healy  a  set  of  recommendations  as  to  how  she  might  proceed  in  the 
last  naif  of  this  fiscal  year  with  the  allocation  of  what  remains  of 
the  discretionary  fund. 

I  indicated  in  a  memorandum  to  the  institute  directors  that,  from 
my  vantage  point,  it  was  not  likely  that  I  would  be  exercising  in 
addition  uie  1-percent  transfer  authority  during  this  period.  The 
money  remains  in  their  individual  accounts.  We  have  also,  of 
course,  reminded  them  that  the  incoming  director  may  have  some 
ideas  about  utilizing  those  funds  so  that  they  should  make  sure 
that  they  have  the  flexibility. 

The  language  that  accompanied  the  1-percent  transfer  authority 
put  a  higher  tnreshold  on  it  than  the  discretionary  fund,  indicating 
that  the  transfer  authority  ought  to  be  used  for  things  that  have 
a  very  special  or  even  emergency  character.  In  my  judgment,  noth- 
ing in  the  first  few  months  of  this  fiscal  year  got  over  the  thresh- 
old. But  I  hope  we  will  not  judge  the  long  term  on  just  the  last  few 
months.  I  think  it  is  an  invaluable  tool  lor  the  management  of  the 
organization. 

Senator  Harkin.  We  will  put  that  authority  in  again  then  next 
year. 

INDIRECT  COST 

Might  I  cover  with  you  now  for  just  a  couple  of  minutes  the  indi- 
rect costs  problem?  I  was  reading  this  article  in  the  paper  this 
morning.  As  I  mentioned  in  my  opening  statement,  it  is  getting 
more  and  more  publicity  and  it  almost  seems  like  it  is  getting 
worse.  I  had  heard  about  flowers  and  a  yacht,  and  now  1  hear 
about  charging  $10,000  for  a  set  of  silverware  that  was  donated. 

Now,  fortimately,  this  was  not  under  NIH-fimded  research. 
Right?  I  correct  myself  It  was  uncovered  by  the  Navy.  Actually  the 
lead  inspection  agency  was  the  Navy  and  evidently  they  uncovered 
this.  But  I  am  informed  that  NIH  has  to  cover  the  costs. 

Dr.  Raub.  Yes,  sir. 

Senator  Harkin.  Well,  I  have  a  couple  of  questions.  Is  there  any 
internal  auditing  agency  or  any  internal  arm  that  you  have  at  NIH 
that  could  uncover  these  and  find  out  what  is  going  on?  Why  do 
we  have  to  rely  upon  the  U.S.  Navy  to  go  in  there  and  find  out  that 
they  are  charging  NIH  $10,000  for  a  set  of  silverware  that  was  do- 
nated? 

Dr.  Raub.  The  short  answer  to  that  is  no,  but  may  I  take  a  few 
minutes  and  explain  how  the  system  works? 
Senator  Harkin.  Sure. 

Dr.  Raub.  Indirect  costs  are  guided  by  what  are  called  the  cost 
principles  contained  in  Circular  A-21  issued  by  the  Office  of  Man- 
agement and  Budget.  As  the  name  implies,  the  cost  principles  are 
the  conceptual  guidance  to  be  used  in  establishing  indirect  cost 
rates. 

There  then  is  a  group  of  individuals  in  the  Department  of  Health 
and  Human  Services  and  certain  other  departments,  mostly  with 
accounting/auditing  backgroimds,  who  review  with  each  university. 
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within  the  scope  of  their  cognizance,  the  cost  elements  that  are  to 
be  considered  part  of  the  indirect  cost  pool,  approve  or  disapprove 
them,  and  on  the  basis  of  those  approved,  establish  the  rates. 

The  Office  of  Naval  Research  has  audit  cognizance  for  Stanford 
and  a  number  of  other  major  research  institutions.  The  Defense 
Contract  Audit  Agency  oversees  some  others.  Actually,  the  Depart- 
ment of  Health  and  Human  Services  has  audit  cognizance  for  most 
of  the  institutions  of  higher  education,  but  that  unit  is  not  with  the 
NIH.  It  is  based  in  higher  levels  of  the  Department  associated  with 
the  Office  of  the  Secretary. 

There  is,  however,  a  reciprocity  among  the  agencies  in  respect  to 
those  audit  rates,  and  as  I  often  like  to  say,  the  0MB  sets  the 
rules,  the  auditors  set  the  rates,  and  the  agencies  pay  the  bills.  We 
have,  as  a  matter  of  policy  over  the  years,  honored  in  full  indirect 
cost  rates,  whether  they  were  negotiated  by  our  own  Department, 
by  the  Navy,  or  by  the  Defense  contract  audit  group. 

We  have  no  independent  audit  means  that  would  identify  prob- 
lems or  even  be  authorized  to  identify  problems  in  any  individual 
institutions. 

Senator  Harkin.  Would  you  repeat  that,  please  Dr.  Raub? 

Dr.  Raub.  I  say  we  have  no  independent  audit  means  that  would 
authorize  NIH  to  look  at  the  indirect  cost  system  or  structure  of 
any  given  institution. 

Senator  Harkin.  Wouldn't  the  inspector  general's  office  of  HHS 
be  involved  in  this? 

Dr.  Raub.  The  cost  allocation  function  within  HHS  that  sets 
rates  is,  as  I  say,  based  in  higher  levels  of  the  Department  associ- 
ated with  the  Office  of  the  Secretary.  The  Office  of  the  Inspector 
General  has  oversight  authorities  to  do  investigations  into  any  al- 
leged or  apparent  improprieties. 

Senator  Harkin.  Let  me  understand  this  completely.  Here  we 
have  Stanford  University  that  charged  $10,000  for  a  set  of  sil- 
verware that  was  donated.  That  $10,000  was  paid  by  you,  not  you 
personally,  paid  by  NIH. 

Dr.  Raub.  At  least  in  part. 

Senator  Harkin.  In  part  because  it  was  an  indirect  cost. 

Dr.  Raub.  As  a  rate,  it  would  have  been  applied  across  all  spon- 
sored research.  So,  the  National  Science  Foundation,  the  Depart- 
ment of  Energy,  the  National  Aeronautics  and  Space  Administra- 
tion, any  organization  funding  research  at  Stanford,  would  have 
theoretically  funded  a  part  of  it. 

indirect  cost 

Senator  Harkin.  There  is  no  way  to  check  to  see  whether  they 
are  legitimate  or  not.  You  just  pay  the  bill.  NIH  just  pays  the  bill. 

Dr.  Raub.  That  is  correct.  We  have  counted  upon  the  audit  sys- 
tems in  our  Department  and  elsewhere  to  be  sure  that  those  rates 
are  valid. 

Senator  Harkin.  In  HHS. 

Dr.  Raub.  In  HHS. 

Senator  Harkin.  So,  they  should  audit  these.  They  have  an  audit 
system  to  audit  this. 
Dr.  Raub.  Yes,  they  have. 
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Mr.  Williams.  Mr.  Chairman,  if  I  might  just  clarify  one  point 
here.  At  the  Office  of  the  Secretary  level,  as  Dr.  Raub  has  pointed 
out,  there  is  a  division  of  cost  allocation  which  is  part  of  the  Office 
of  the  Assistant  Secretary  of  Management  and  Budget.  It  is  that 
group  which  negotiates  the  indirect  cost  rates  at  institutions  where 
the  Department  has  cognizance,  those  imiversities  where  we  are 
the  predominant  payor  of  research.  In  the  case  of  Stanford,  the  De- 
fense Department  nad  cognizance.  We  have  cognizance  in  other 
universities.  The  Division  of  Cost  Allocation  negotiates  the  rates 
with  the  universities,  and  those  rates  are  then  applied  in  the  NIH 
grants. 

The  inspector  general,  as  you  started  to  indicate,  is  then  respon- 
sible for  auditing  the  accoimts  once  they  are  completed.  The  Divi- 
sion of  Audit  inside  the  inspector  general  has  the  responsibility  for 
actually  auditing  the  accounts  once  they  are  completed. 

In  sum,  there  are  two  fvmctions  at  the  Office  of  the  Secretary. 
One  is  negotiation  of  rates.  The  second  is  the  auditing  of  the  ac- 
counts, which  is  done  by  the  inspector  general. 

Senator  Harkin.  Somehow  we  have  to  get  a  handle  on  this,  and 
I  would  like  to  find  out  who  in  Stanford  wrote  this  up.  Some  indi- 
vidual someplace  had  to  fill  out  a  form  or  sign  his  or  her  name  to 
some  request  for  reimbursement  for  indirect  costs  and  listed  that 
item.  Someone  had  to  do  that,  and  I  want  to  find  out  who  that  per- 
son is.  Someone  has  to  be  responsible. 

Somehow  this  subcommittee  is  going  to  look  into  it.  You  pay  the 
bills,  but  we  fund  the  money.  I  am  sure  that  Senator  Specter  would 
join  me  in  saying  we  do  not  like  appropriating  money  for  things 
like  this.  We  have  a  lot  of  demands  on  this  money.  And  how  much 
of  this  is  going  on  out  there?  I  don't  know.  It  seems  like  every  day 
it  gets  worse,  and  I  am  wondering  what  else  we  are  going  to  be 
finding  out  here. 

I  am  not  chastising  you.  I  am  just  saying  I  am  tiying  to  find  out 
and  trying  to  get  some  help  in  sifting  through  all  this. 

The  inspector  general  suggested  that  we  might  consider  a  cap, 
cost  sharing  with  the  institution  or — this  is  what  I  wanted  to  talk 
to  you  about.  Dr.  Raub — providing  one  lump  sum  payment  to  the 
researcher  who  then  would  negotiate  with  his  or  her  institution  as 
to  the  required  overhead  payment.  Would  that  be  logical,  or  should 
we  pursue  that  course? 

Senator  Specter.  Mr.  Chairman,  before  that  question  is  an- 
swered, may  I  just  support  you  on  your  proposition  that  we  do  have 
to  get  to  the  bottom  of  it  and  do  what  we  can  to  cut  back  on  those 
costs? 

If  I  may  add,  having  interrupted  for  just  a  moment,  there  are  a 
number  of  other  competing  subcommittees,  and  I  have  to  go  to  the 
floor  at  this  moment.  I  would  like  to  submit  some  questions  for  the 
record. 

Senator  Harken.  Absolutely. 

Senator  Specter.  Thank  you,  Mr.  Chairman. 

indirect  cost 

Dr.  Raub.  Before  getting  into  the  specific  items  you  raised,  Mr. 
Chairman,  I  wanted  to  stress  that  from  our  vantage  point,  I  want- 
ed to  assure  you  that  we  are  no  happier  than  you  or  the  sub- 
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committee  members  are  about  the  idea  that  those  kinds  of  costs 
might  be  charged  against  pubhc  funds  that  we  administer. 

As  part  of  developing  the  financial  management  plan  that  I  al- 
luded to  in  the  opening  statement,  one  of  the  questions  that  faced 
us  was  how  best  to  deal  with  the  matters  of  indirect  costs.  One  of 
the  issues  weVe  raised  for  discussion  publicly  with  the  research 
commimity  and  within  the  Department  is  that  there  might  be  some 
type  of  governmentwide  reexamination  of  cost  pools. 

We  raised  this  before  the  particulars  became  public  about  Stan- 
ford, but  our  thinking  was  there  are  at  least  two  fxmdamental 
questions  that  many  of  us,  including  individual  scientists,  would 
like  assurance  about,  and  I  am  sure  you  want  assurance  about. 
One  is  the  assurance  that  the  research  dollar  is  not  paying  for 
nonresearch  items  within  the  pool.  The  second  is  a  bit  more  subtle, 
that  the  biomedical  research  dollar  is  reasonably  matched  to  bio- 
medical research  costs.  On  any  individual  campus,  it  could  well  be 
the  case  that  for  a  period  of  a  few  years,  there  might  be  more  costs 
out  of  the  physical  sciences  or  some  area  impacting  the  total  indi- 
rect cost  pool. 

It  is  probably  unrealistic  and  unwise  to  expect  a  campus-by-cam- 
pus matchup,  but  we  would  hope  that  on  a  nationwide  basis,  we 
ought  to  be  able  to  have  better  assurance  for  ourselves  and  for 
those  individual  scientists  and  for  the  general  public  that  there  is 
a  good  correspondence  between  those  biomedical  science  activities 
that  manifest  themselves  in  the  indirect  cost  pool  and  those  that 
are  being  paid  within  our  grants.  It  will  take  a  major,  multiparty 
effort  involving  leaders  in  the  academic  commimity,  experts  in  ac- 
counting and  finance,  leaders  in  the  scientific  community,  and  lead- 
ers in  the  government  to  get  to  the  bottom  of  some  of  those  ques- 
tions. We  would  be  happy  to  be  part  of  it.  We  do  not  think  we  real- 
istically could  do  it  ourselves. 

Senator  Harkin.  I  understand. 

Dr.  Raub.  With  respect  to  the  questions  you  raise,  as  a  matter 
of  professional  judgment,  I  would  be  chary  about  the  idea  of  offer- 
ing individual  scientists  all  of  the  money  and  telling  each  one  to 
negotiate  with  his  or  her  institution.  In  fairness  to  the  institutional 
leaderships,  the  average  scientist  does  not  appreciate  fully  the  na- 
ture of  the  costs,  whether  utilities,  infrastructure  support,  or  other 
types  of  things  that  are  absolutely  critical  to  make  a  first-class  re- 
search institution  run,  but  that  may  be  virtually  invisible  to  the  in- 
dividual scientist. 

Our  belief  is  those  matters  need  to  be  judged  from  outside  and  i 
judged  by  individuals  knowledgeable  about  the  science  and  tech- 
nology as  well  as  accounting  practices  and  what  things  really  cost.  ' 
We  nope  to  see  refinements  in  the  rate  negotiating  and  auditing 
system  rather  than  thousands  of  individual  negotiations  that  would 
be  driven  perhaps  more  by  emotion  than  by  information. 

Senator  Harkin.  Thank  you  very  much.  Dr.  Raub. 

Senator  Grorton. 

FUNDING  FOR  CANCER  RESEARCH 

Senator  Gorton.  Doctor,  my  notes  here  indicate  a  trend  about 
which  I  would  like  to  ask  you.  You  may  correct  me  if  you  feel  that  , 
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I  am  factually  inaccurate.  I  asked  the  overall  question  at  an  earlier 
hearing. 

While  NIH  appropriations  continue  to  rise  this  year,  as  has  been 
so  frequently  the  case  in  the  past,  they  rise  less  than  many  other 
appropriations  in  the  general  health  and  human  welfare  area.  Your 
overall  request  is  6  percent  over  fiscal  year  1991,  which  is  not  like- 
ly to  meet  inflation,  especially  inflation  in  this  field.  Within  the  ap- 
propriations for  NIH,  the  cancer  programs  seem  to  increase  at  a 
lower  rate.  The  figures  I  have  indicate  that  funding  for  cancer  re- 
search has  decreased  in  the  past  decade  in  constant  dollars  by  6 
percent  while  funding  for  all  types  of  research  programs  have  in- 
creased in  real  dollars  by  27  percent. 

Am  I  accurate  in  my  observation?  And  if  I  am,  what  is  the  ra- 
tionale for  the  relatively  low  priority  placed  on  cancer,  a  disease 
perhaps  affecting  more  Americans  than  any  other? 

Dr.  Raub.  Your  characterization  of  the  trend  is  accurate,  and  one 
of  the  elements  in  this  budget  is  to  begin  to  correct  that  trend. 

The  trend  came  about  from  several  factors,  but  mainly  I  believe 
from  the  combination  of  a  heavy  emphasis  on  one  type  of  funding 
mechanism,  namely,  the  research  project  grant,  through  the  decade 
of  the  1980's  against  a  backdrop  of  spending  by  the  National  Can- 
cer Institute  in  other  tjnpes  of  mechanisms  of  support,  research  con- 
tracts, and  research  centers  in  particular.  Over  the  course  of  the 
1980's,  those  latter  two  mechanisms  did  not  fare  as  well  either  in- 
ternally or  in  the  overall  budget  process  as  did  the  project  grants. 
When  that  is  compovmded  year  after  year,  it  creates  the  trend  that 
you  describe. 

At  the  same  time,  through  the  1980's,  some  of  the  most  exciting 
basic  science  anywhere  in  biology  and  medicine  has  been  going  on 
in  relationship  to  cancer.  In  particular,  the  role  of  the  so-called 
oncogenes  and  the  tumor  suppressor  genes  open  not  only  new  ideas 
for  research,  but  new  leads  for  cancer  treatment.  In  recognition  of 
that,  Dr.  Broder  has  made  a  very  strong  case  and  will  continue,  I 
am  sure,  to  have  the  support  at  higher  levels  of  the  administration 
that  these  issues  ought  to  be  redressed  and  that  we  ought  to  be 
sure  that  our  budget  allocations  provide  for  those  new  research  op- 
portimities. 

Senator  Gorton.  Well,  you  say  that  you  are  in  the  process  of  re- 
dressing them.  Where  do  I  see  in  the  figures  of  this  budget  that 
there  is  the  beginning  of  a  turnaround? 

Dr.  Raub.  The  overall  figure  for  growth  for  the  cancer  appropria- 
tion does  not  stand  out,  I  agree,  from  the  overall  growth  or  the 
NIH.  The  increase  for  cancer  is  a  little  imder  6  percent.  The  overall 
NIH  increase  is  about  6  percent.  But  there  is  a  particular  alloca- 
tion within  the  research  project  grant  line  and  within  the  coopera- 
tive clinical  research  line  for  clinical  trials.  It  is  there  that  we  give 
a  special  boost  for  the  cancer  research  programs  to  recognize  those 
emerging  opportunities.  We  agree,  though,  that  1  year  will  not  do 
that.  This  will  need  to  be  a  sustained  effort  over  many  years. 

Senator  GoRTON.  You  are  representing  that  a  return  of  attention 
or  an  increasing  attention  to  cancer  and  cancer  research  is  a  fun- 
damental goal  of  the  NIH? 

Dr.  Raub.  Yes,  sir. 

Senator  GrORTON.  Thank  you,  Mr.  Chairman. 
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Senator  Harkin.  Senator  Cochran. 

DISTRIBUTION  OF  RESEARCH  FUNDS 

Senator  Cochran.  Thank  you,  Mr.  Chairman. 

Dr.  Raub,  last  year  the  committee  included  some  language  in  its 
report  at  my  request  dealing  with  the  NIH  distribution  of  grants 
and  fellowship  awards.  Specifically  the  language  refers  to  a  pro- 
gram of  the  National  Science  Foundation,  entitled  the  Experi- 
mental Program  to  Stimulate  Competitive  Research,  or  EPSCoR. 
The  National  Science  Foundation  under  this  program  has  made 
some  grants  to  States  to  develop  committees  to  review  the  capabil- 
ity within  the  States  of  doing  experimental  studies  and  research 
that  could  be  partially  funded  by  the  National  Science  Foundation. 

The  whole  point  of  this  is  to  try  to  broaden  the  base  for  com- 
petent research  throughout  the  country,  and  rather  than  seeing,  as 
in  the  past,  all  the  funds  going  to  the  big  superstar  institutions — 
Harvard  and  MIT  in  the  Northeast,  Stanford  on  the  west  coast, 
and  other  universities  that  are  very  well  known.  This  means  that 
States  like  Iowa  and  Mississippi  and  maybe  even  Washington  come 
up  with  the  short  end  of  the  stick  and  really  do  not  get  much  sup- 
port. 

Senator  Gorton.  We  can't  make  that  claim.  Senator. 

Senator  Cochran.  Oh,  you  get  a  lot  of  money  now.  Well,  we  will 
leave  out  Washinjp^ton  from  this.  [Laughter.] 

The  purpose  of  this  is  to  really  examine  the  resources  in  some 
of  the  smaller,  less  well-known  States  and  universities  to  see 
whether  or  not  there  are  scientists  who  are  competent  and  who  are 
engaged  in  research  programs  that  should  be  supported  by  Federal 
agencies  like  the  National  Science  Foundation  or  NIH  or  the  De- 
partment of  Energy  and  others. 

As  a  result  of  the  National  Science  Foundation  program,  for  ex- 
ample, there  have  been  some  research  grants  won  by  smaller  col- 
leges and  universities  and  other  institutions.  The  matching  situa- 
tion is  a  three-for-one  match.  The  States  provide  the  three,  and  the 
Federal  Government  or  agency  provides  the  one.  So,  what  happens 
is  that  we  are  encouraging  more  support  for  research  within  the 
States  by  having  a  program  of  this  kind,  we  are  strengthening  a 
lot  of  research  programs,  and  we  are  attracting  good  graduate  stu- 
dents into  programs  and  xmiversities  where  they  otherwise  might 
not  be  attracted. 

An)rway,  my  purpose  in  bringing  this  up  is  to  inquire  of  you  as 
to  whether  or  not  the  National  Institutes  of  Health  has  been  able 
to  complete  its  study  that  was  directed  in  this  committee's  report 
language  last  year.  What  is  your  impression  of  a  plan  or  program 
of  this  kind  for  the  National  Institutes  of  Health? 

Dr.  Raub.  I  am  pleased  to  have  a  chance  to  respond  to  that,  Sen- 
ator. We  think  the  point  you  have  made  now  and  in  the  report  lan- 
guage previously  is  well-taken  about  the  maldistribution  of  re- 
search funds  throughout  the  coimtry.  We  also  believe  like  you  that 
a  more  broad-based,  diverse,  and  heterogenous  research  establish- 
ment is  for  the  good  of  our  mission. 

To  that  end,  we  have  developed  a  plan.  I  can  describe  its  ele- 
ments to  you  now.  The  document  describing  that  plan  is  now  in  the 
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clearance  process  in  the  Department.  It  is  delayed  because  I  asked 
for  some  refinements  to  be  made  in  it  before  it  went  forward. 

The  thrust  of  the  plan  is  as  follows.  It  begins  by  recognizing  the 
soHd  experience  of  the  EPSCoR  program  in  NSF  as  well  as  our  own 
experience  with  a  complementary  program  that  we  call  AREA,  Aca- 
demic Research  Enhancement  Awards.  This  latter  program,  devel- 
oped several  years  ago,  is  aimed  at  individual  scientists  in  institu- 
tions that  for  one  reason  or  another  have  not  been  traditionally  a 
major  recipient  of  our  funding. 

Many  of  those  institutions  are  in  the  States  you  identify,  but  oth- 
ers can  be  in  States  where  the  overall  funding  is  very  nigh,  but 
where  these  institutions  have  not  been  major  participants.  We  now 
have  $13  to  $14  million  supporting  more  than  100  project  grants 
in  this  AREA  program. 

The  approach  we  are  proposing  in  response  to  your  request  is  a 
hybrid  that  combines  what  we  think  are  the  best  features  of  the 
AJIEA  program  and  the  EPSCoR.  The  general  idea  is  to  identify 
some  number  of  States,  up  to  20,  that  have  not  traditionally  been 
major  recipients  of  NIH  research  funding.  Academic  institutions 
from  within  those  States  will  be  invited  to  apply  for  a  1-year  plan- 
ning CTant.  This  will  give  the  institutions,  interacting  with  the  gov- 
ernor s  office  and  whatever  other  mechanism  the  State  chooses,  an 
opportunity  to  plan  and  develop  a  strategy.  The  next  phase  will 
provide  an  opportimity  for  3 -year  institutional  development  awards 
that  would  enable  institutions  to  implement  their  plans  and  to  po- 
sition themselves  to  be  better  competitors  for  the  wide  arrav  of 
funding  mechanisms  available  from  the  NIH,  including  the  AREA 
program  and  our  regular  grant  system. 

We  have  suggested  State  matching  funds  on  a  one-to-two  ratio, 
one  part  from  the  State  and  two  from  NIH.  All  of  this  is  clearly 
negotiable,  and  we  look  forward  to  receiving  the  views  of  this  sub- 
committee and  others  as  to  the  elements  in  that  plan. 

DISTRIBUTION  OF  RESEARCH  FUNDS 

Senator  Cochran.  I  really  appreciate  vour  being  able  to  give  us 
that  report.  I  am  encouraged  by  it,  and  I  think  that  it  certainly 
meets  the  challenge  that  we  laid  out  in  the  language  in  our  report 
last  year. 

Let  me  follow  up  with  just  this  question  and  that  is  whether  or 
not  in  this  budeet  request  there  is  room  for  us  to  make  an  appro- 
priation available  to  support  this  new  initiative.  And  if  that  is  true, 
could  you  tell  us  how  much  money  we  need  to  put  in  this  bill  in 
order  to  give  you  a  chance  to  carry  out  this  planning  grant  pro- 
gram? 

Dr.  Raub.  There  is  not  an  explicit  item  in  the  1992  budget  for 
that  plan  since  it  had  not  been  developed  when  the  budget  was 
completed.  We  have  identified  it  as  one  of  the  items  eligible  for 
funding  consideration  from  the  director's  discretionary  mnd  re- 
quested for  1992,  should  the  Congress  agree  to  provide  that.  And, 
of  course,  it  would  also  be  considered  for  the  1993  budget  which  is 
being  developed  now.  We  estimate  that  a  level  of  about  $2  million 
would  start  this  program. 

Senator  Cochran.  Well,  I  hope  we  can  find  a  way  to  provide 
those  funds  in  our  appropriation  for  NIH  so  that  you  can  get  this 
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new  program  started.  I  think  it  is  interesting  that  you  are  building 
on  the  AREA  program  that  you  had  started  several  years  ago.  If 
I  am  not  mistaken,  I  think  some  of  the  scientists  and  physicians 
at  the  University  of  Mississippi  Medical  Center  may  have  qualified 
for  some  of  these  funds,  as  a  matter  of  fact.  In  the  physiology  de- 
partment specifically,  I  think  we  have  seen  some  fiinds  come  to  the 
university  for  research  by  individual  scientists. 

The  20  States  that  will  be  invited  for  participation  in  this  plan- 
ning grant — can  you  tell  us  if  you  have  identified  them  or  not?  I 
would  recommend  very  strongly  you  include  Iowa  and  Mississippi. 
[Laughter.] 

Dr.  Raub.  It  might  be  hard  to  include  Iowa.  I  think  we  can  in- 
clude Mississippi. 

Senator  Cochran.  Well,  I  appreciate  that.  That  would  be  helpful. 

Dr.  Raub.  May  I  just  add,  sir,  we  have  not  agreed  yet  on  a  par- 
ticular list.  What  we  have  done  is  develop  criteria.  For  example,  re- 
search funding  for  almost  one-half  of  the  States  in  the  coimtry  ac- 
counts for  only  about  5  percent  of  total  NIH  funding,  which  is  how 
we  arrived  at  approximately  20  States.  If  we  broaden  that  very  far, 
we  will  diffuse  the  program  and  create  too  intense  a  competition. 
So,  part  of  the  further  planning  will  be  to  select  a  number  of  States 
that  we  would  all  recognize  as  the  most  appropriate  targets,  but 
have  funding  adequate  to  provide  reasonable  opportunity  to 
achieve  what  you  have  identified  as,  and  what  we  agree  is,  an  im- 
portant goal. 

Senator  Cochran.  I  think  it  may  be  helpful  to  the  committee 
just  for  our  records  and  information  if  we  could  have  a  table  that 
would  show  us  the  funding  of  these  research  activities  in  each 
State  during  the  last  fiscal  year. 

Dr.  Raub.  We  have  such  tables  and  listings  included  in  the  re- 
port that  is  under  review  now  and  I  will  be  pleased  to  provide  that 
now.  We  will  be  glad  to  supplement  that  with  any  more  specific  in- 
formation you  would  find  helpful. 

[The  information  follows:] 


FISCAL  YEAR  1990  NIH  AWARDS  TO  STATES/TERRITORIES  BY  DESCENDING 
TOTAL  DOLLAR  AMOUNT 


state 

Total  award  dol- 

1990 census  pop- 

Per  capita 

Percent  of 
total  orant  dol- 
lars 

Cumulative 
percent  of 

lars 

ulaion 

award 

total  award 
Mas 

U.S.  total  

 ,  $6,243,851,000 

'  252.909.000 

24.69 

California  

914.288.000 

29.839.000 

30.64 

14.64 

14.64 

New  Yo*  

703.484.000 

18.044,000 

38.99 

11.27 

25.91 

Massachusetts  

665.663.000 

6.029,000 

110.41 

10.66 

36.57 

494.882.000 

4,799,000 

103.12 

7.93 

44.50 

Pennsylvania  

342.777.000 

11.925,000 

28.74 

5.49 

49.99 

Texas   

287.314.000 

17,060,000 

16.84 

4.60 

54.59 

North  Carolina  

229.277.000 

6,658.000 

34.44 

3.67 

58.26 

Washington  

216.585,000 

4,888.000 

44.31- 

3.47 

61.73 

Illinois  

188.338.000 

11.467.000 

16.42 

3.02 

64.75 

Ohio  

169.502,000 

10.887.000 

15.57 

2.71 

67.46 

Michigan  

167.986,000 

9,329,000 

18.01 

2.69 

70.15 

Missouri  

154.104.000 

5.138,000 

29.99 

2.47 

75.08 

Connecticut  

153.758.000 

3,296,000 

46.65 

2.46 

72.61 

Minnesota  

133.876.000 

4.387.000 

30.52 

2.14 

77.23 

WIsconsirv  

114.736.000 

4.907,000 

23.38 

1.84 

79.06 
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FISCAL  YEAR  1990  NIH  AWARDS  TO  STATES/TERRITORIES  BY  DESCENDING 
TOTAL  DOLLAR  AMOUNT-Continued 


State 

lOBJ  dWSfO  001-  lift 

lafs 

K)  cdnsus  pop- 
ulafon 

rs  cspna 
award 

Percent  of 
toCal  grant  dd- 
lars 

Cumulative 
percent  of 
total  awvd 
ddars 

Tennessee  

109,554,000 

4,897,000 

22.37 

1.75 

80.82 

Virginia  

101,833,000 

6,217,000 

16.38 

1.63 

82.45 

Alabama  

95,278,000 

4,063,000 

23.45 

1.53 

83.97 

Colorado   

88,009,000 

3,308,000 

26.60 

1.41 

86.76 

Florida  

85,725,000 

13,003,000 

6.59 

1.37 

85.35 

District  of  Columbia  

81,726,000 

610,000 

133.98 

1.31 

88.07 

Georgia  

79,940,000 

6,508,000 

1228 

1.28 

89.35 

New  Jersey   

71,540,000 

7,749,000 

9.23 

1.15 

90.49 

Iowa  

64,012,000 

2,787,000 

22.97 

1.03 

91.52 

Indiana  

57,205,000 

5,564,000 

10.28 

.92 

93.35 

Oregon   

57,152,000 

2,854,000 

20.03 

.92 

92.43 

Utah  

49,387,000 

1,718,000 

28.75 

.79 

94.14 

Arizona   

49,052,000 

3,678,000 

13.34 

.79 

94.93 

Louisiana   

42,870,000 

4,238,000 

10.12 

.69 

95.61 

Rhode  Island  

26,872,000 

1,006,000 

26.71 

.43 

96.04 

Vermont  

25,347,000 

565,000 

44.86 

.41 

96.45 

New  Hampshire  

23,924,000 

1,114,000 

21.48 

.38 

97.16 

Maine  

21,214,000 

1,233,000 

17.21 

.34 

98.99 

Kansas   

21,018,000 

2,486,000 

8.45 

.34 

97.81 

Kentucky  

20,350,000 

3,699,000 

5.50 

.33 

96.77 

South  Carolina   

19,821,000 

3,506,000 

5.65 

.32 

98.13 

New  Mexico  

19,733,000 

1,522,000 

12.97 

.32 

97.47 

18,252,000 

1,585,000 

11.52 

.29 

98.42 

Oklahoma   

14.517,000 

3,158,000 

4.60 

.23 

98.65 

Hawaii  

13,310,000 

1,115,000 

11.94 

.21 

99.20 

Puerto  Rico  ^   

12,878,000 

3,279,000 

3.93 

.21 

99.76 

Mississippi   

9,347,000 

2,586,000 

3.61 

.15 

99.35 

Arkansas  

7,331,000 

2,362,000 

3.10 

.12 

99.47 

West  Virginia  

5,369,000 

1,802,000 

2.98 

.09 

99.56 

Nevada   

  3,777,000 

1,206,000 

3.13 

.06 

99.82 

Montana  

  3,617,000 

804,000 

4.50 

.06 

99.88 

Delaware  

2,923,000 

669,000 

4.37 

.05 

99.93 

Idaho  

  1,028,000 

1,012,000 

1.02 

.02 

99.98 

North  Dakota  

968,000 

641,000 

1.51 

.02 

99.95 

Wyoming  

927,000 

456,000 

2.03 

.01 

99.96 

South  Dakota   

779.000 

700,000 

1.11 

.01 

99.99 

Alaska  

  697,000 

552,000 

1.26 

.01 

100.00 

^  hdudes  1960  census  data  fa  Puerto  Rico. 


Senator  Cochran.  And  we  will  receive,  as  I  understand  it,  a  copy 
of  your  report  in  due  course  so  we  can  have  that  before  we  begin 
our  markup  session. 

Dr.  Raub.  Yes;  I  would  hope  within  a  few  weeks. 

Senator  Cochran.  I  appreciate  that  very  much.  Dr.  Raub. 

Thank  you,  Mr.  Chairman. 

Dr.  Raub.  Thank  you,  sir. 

NONTRADITIONAL  MEDICAL  TREATMENTS 

Senator  Harkin.  Dr.  Raub,  we  have  to  move  along.  I  just  wanted 
to  personally  thank  you  for  seeing  and  spending  time  with  our 
1     former  colleague.  Congressman  Berkley  Bedell,  when  he  was  up  to 
I     see  you  recently  regarding  treatment  that  he  had  undergone  for 
prostate  cancer  I  miess. 

I  have  been  following  this.  I  asked  some  questions  last  week  of 
different  people  in  the  Department  of  Health  and  Human  Services, 
and  I  propound  the  same  question  I  will  ask  Dr.  Broder  when  he 
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is  up  at  the  table  here  about  looking  at  nontraditional  approaches 
toward  treating  some  of  the  more  deadly  illnesses  and  diseases  we 
have  in  this  country  such  as  cancer.  I  am  the  first  to  admit  that 
there  are  a  lot  of  quacks  out  there  preying  on  people's  emotions, 
willing  to  use  the  emotions  that  people  have  to  either  enrich  them- 
selves or  to  make  a  quick  buck.  I  understand  all  that.  But  I  also 
understand  there  are  people  out  there  that  may  not  be  in  the  tradi- 
tional mode.  They  have  ingenious  ideas  and  different  ways  of  ap- 
proaching things. 

One  of  the  things  I  am  going  to  be  focusing  on  for  the  next  couple 
of  years  or  so— I  am  going  to  be  here  for  at  least  6  years.  [Laugh- 
ter.] 

I  am  going  to  focus  on  a  system  whereby  some  of  these  non- 
traditional  approaches  are  really  looked  at  in  a  scientific  manner 
and  delved  into  and  not  just  dismissed.  I  was  looking  at  an  article 
here  that  my  staff  had  gotten  for  me  where  it  said  that  cancer  pa- 
tients were  helped  by  therapy,  a  study  found,  a  study  done  by  the 
OTA  on  unconventional  cancer  treatments.  It  said  that  psycho- 
therapy had  not  only  improved  the  quality  of  the  lives  but  extended 
the  lives  of  cancer  patients.  While  psychotherapy  in  cancer  treat- 
ment was  once  considered  quackery,  "the  atmosphere  has 
changed,"  said  Mr.  Spiegel,  a  psychiatrist  at  Stanford  University. 
Here  comes  Stanford  again.  [Laughter.] 

That  is  sort  of  the  thing  I  am  talking  about,  to  try  to  look  into 
some  of  these  nontraditional  approaches.  And  I  know  that  you  are 
setting  up  something  to  look  at  this.  Doctor.  I  have  never  met  this 
guy.  1  don't  know  anything  about  him  other  than  some  of  the 
things  I  have  read.  And  since  I  have  gotten  involved  in  this,  I  have 
gotten  more  incoming  fires,  you  might  say,  on  this  doctor's  micro- 
scope and  things  like  that. 

Do  you  have  a  team  that  is  going  to  go  and  look  at  this  up  in 
Canada? 

Dr.  Raub.  We  have  not  completed  the  arrangements  for  that  vet, 
but  I  have  had  a  series  of  discussions  with  Mr.  Bedell  as  well  as 
with  some  potential  participants  in  it.  We  have  sought  some  infor- 
mation from  the  Canadian  side  that  we  are  still  waiting  for,  espe- 
cially from  the  equivalent  of  our  FDA,  which  we  think  will  be  help- 
ful to  us. 

Senator  Harkin.  Why  do  you  have  to  do  that? 

Dr.  Raub.  Because  there  has  been  a  major  controversy  between 
that  particular  scientist  and  the  regulatory  authorities  in  Canada, 
and  we  would  like  to  understand  at  least  what  the  differences  be- 
tween them  are. 

Senator  Harkin.  Well,  that  is  simple.  Go  write  them  and  tell 
them  to  send  you  all  the  information  they  have  on  this  guy. 

Dr.  Raub.  That  is  exactly  what  we  are  doing. 

Senator  Harkin.  Well,  that  should  not  take  more  than  1  day. 

Dr.  Raub.  We  are  moving  ahead  on  that.  But  we  did  not  want 
to  insert  ourselves  prematurely  into  another  government's  regula- 
tion. 

Senator  EUrkin.  Well,  it  seems  to  me  Canada  is  a  pretty  free 
country.  If  you  want  to  go  up  and  talk  to  a  doctor  that  has  some 
way  of  treating  cancer  or  has  a  microscope  that  he  has  invented  or 
says  that  he  can  do  certain  things  with,  I  do  not  see  why  you  really 
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have  to  go  to  the  government.  If  you  want  to  get  information  from 
the  government,  that's  fine,  but  I  don't  know  why  you  need  to  seek 
permission. 

Dr.  Raub.  No;  we  were  not  seeking  permission.  It  was  more  to 
be  sure  we  were  fully  informed  and  as  a  courtesy  to  Canadian  offi- 
cials. 

Senator  Harkin.  I  have  no  problem  with  that. 
Dr.  Raub.  But  your  point  is  well-taken. 

NONTRADITIONAL  MEDICAL  TREATMENTS 

Senator  Harkin.  Again,  obviously,  there  has  been  some  con- 
troversy with  the  Canadian  Government  with  this  individual  that 
I  have  heard  about.  But  I  am  concerned  in  short-circuiting  all  of 
that  and  getting  people  up  there  to  look  at  it,  competent,  scientific 
individuals  who  can  make  a  judgment  on  this. 

Dr.  Raub.  The  view  we  have  taken  with  Mr.  Bedell  is  that,  while 
we  are  paid  to  be  skeptical,  we  are  not  paid  to  be  close-minded.  So, 
on  this  topic  and  on  others  in  cancer  research  and  in  AIDS  re- 
search, we  feel  an  obligation  to  identify  and  try  to  understand  the 
factual  basis,  if  there  is  one,  on  these  various  claims  for  treatment. 
In  general,  the  approach  we  have  taken  is  to  request  the  data,  pa- 
tient information  or  other  types  of  data,  that  would  give  an  inde- 
pendent, objective  third  party  reason  to  conclude  what  the  advocate 
concludes. 

Senator  Harkin.  A  lot  of  times  in  these  nontraditional  ap- 
proaches, the  data  is  not  cohesive.  It  is  not  data  that  has  been 
pulled  together.  A  lot  of  it  is  anecdotal.  A  lot  of  it  is  sparse,  and 
that  is  why  you  have  to  kind  of  cut  through  it  and  go  to  the  source 
of  this  and  take  a  look  at  the  source.  And  that  is  really  what  I  am 
requesting  that  you  do  in  an  expeditious  a  manner  as  possible— 

Dr.  Raub.  Yes,  sir. 

Senator  Harkin  [continuing].  With  all  the  competent,  scientific 
individuals  you  can  find  to  really  give  it  an  objective  look. 

QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

Thank  you  very  much.  Dr.  Raub.  Thank  you  all.  I  am  going  to 
have  to  move  to  our  next  panel  here  for  the  individuals.  Thank  you, 
Dr.  Raub. 

There  will  be  some  additional  questions  from  various  Senators 
which  we  will  submit  to  you  for  your  response. 

[The  following  questions  were  not  asked  at  the  hearing,  but  were 
submitted  to  the  Institute  for  response  subsequent  to  the  hearing:] 
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QUESTIONS  SUBMITTED  BY  THE  SUBCOMMriTEE 

DIRECTOR'S  DISCRETIONARY  FUND 

Question.     Last  year  for  the  first  time  the  Committee  provided 
the  NIH  Director  with  a  $20  million  discretionary  fund.     Dr.  Raub , 
I  understand  that  you  have  made  the  first  allocation  out  of  this 
fund  for  the  Office  of  Women's  Health,   the  Office  of  Minority 
Affairs,  and  for  a  new  math-science  education  program. 

Please  tell  us  the  amounts  of  each  of  these  allocations  and 
the  criteria  you  have  established  for  use  of  the  discretionary 
fund. 

Answer.     The  FY  1991  Director's  discretionary  fund  will 
provide  $1.5  million  to  the  Office  of  Research  on  Women's  Health, 
$1.5  million  to  the  Office  of  Minority  Programs,  and  $2.0  million 
for  science  education.     We  have  solicited  from  the  institutes, 
centers  and  divisions  their  ideas  as  to  what  aspects  of  their 
programs  might  be  extended  or  amplified  by  an  allocation  from  the 
fund.     We  will  begin  to  review  those  soon  and  develop  a  set  of 
recommendations  for  Dr.  Healy  as  to  how  she  may  wish  to  proceed 
with  allocation  of  the  remaining  discretionary  funds. 

COST  CONTAINMENT 

Question.     Last  year  both  the  House  and  Senate  report  asked 
the  NIH  to  develop  a  cost  containment  plan  to  help  bring  some 
stability  to  NIH  programs.     I  understand  the  plan  has  the  following 
major  elements: 

-  Set  four  year  as  the  average  length  of  research  grants.  This 
would  help  provide  funding  continuity  to  investigators  while 
insuring  that  a  sufficient  number  of  competing  grants  can  be 

^       made  each  year . 

-  Hold  the  average  cost  of  increases  for  research  grants  to  the 
same  rate  as  the  Biomedical  Research  and  Development  Price 
Index. 

-     -  Scrap  the  practice  of  "approving"  grant  applications  in  favor 
of  the  "success  rate"  method. 

-  Fund  the  maximum  number  of  training  grants  without 
;^  V     jeopardizing  ability  to  increase  trainee  stipends. 

-  Control  center  costs  instead  of  establishing  a  limit  on  the 
number  of  centers. 

-  Increase  funding  for  other  mechanisms  to  allow  for  inflation. 

Tell  the  Committee  a  little  more  about  the  proposal  to  scrap 
the  practice  of  "approving"  grant  applications.     What  is  the  new 
system  that  you  now  propose? 

Answer.     The  House  and  Senate  Appropriations  Reports  both 
encouraged  NIH  to  modify  the  peer  review  system  in  an  effort  to 
address  the  situation  where  95%  of  applications  are  approved  but 
only  half  are  really  considered  as  deserving  support.     To  remove 
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the  semantic  confusion,  NIH  proposes  to  abolish  the  practice  of 
"approving"  grant  applications.     This  action  would  eliminate  the  ' 
category  of  approved  but  unfunded  applications,   i.e.,  those 
applications  that  contribute  to  the  high  "approval"  rate. 

In  its  place,   the  NIH  proposes  to  adopt  the  "success"  rate. 
This  rate  is  derived  by  dividing  the  nuiriber  of  awards  by  the  total 
number  of  applications  reviewed,   to  report  funding  ratios.  This 
practice  is  in  effect  in  all  other  federal  agencies.  ■' 

In  addition,  NIH  proposes  that  Initial  Review  Groups,  as  well 
as  Councils  and/or  Boards  not  recommend  for  further  consideration 
any  application  that  does  not  merit  funding  under  any 
circumstances.     The  remaining  applications  will  receive  a  score  as 
well  as  a  percentile  ranking.     When  the  Councils  and  Boards  meet, 
they  will  not  review  the  bottom  third  of  these  applications. 
However,  any  Council  or  Board  may  recommend  singling  out  specific 
applications  to  be  funded  from  the  bottom  third  on  an  exceptional 
basis  as  a  result  of  scientific  and/or  programmatic 
considerations. 

DELAYED  OBLIGATIONS 

Question.     Dr.  Raub,  $400  million  of  the  $498.1  million 
increase  you  have  requested  is  for  delayed  obligation  and  will  not 
be  available  until  September  19  with  less  than  two  weeks  of  the 
fiscal  year  remaining. 

I  understand  that  this  is  a  budget  gimmick  to  hold  down 
outlays.     We  have  also  had  to  resort  to  things  like  that  from  time 
to  time  up  here. 

Will  this  proposal  cause  NIH  any  operational  difficulties? 

Answer.     The  FY  1992  Presiden't  Budget  proposes  that  $400 
million  of  new  budget  authority  be  made  available  for  obligation  on 
September  19,   1992,  as  part  of  the  effort  to  insure  that 
government -wide  outlay  limits  are  not  exceeded. 

Some  minor  operational  difficulties  will  be  created  if  the 
proposal  is  enacted;  awards  that  normally  would  be  made  in  late 
summer  1992  may  have  to  be  delayed  a  month  or  so.     The  program 
consequences,  however,  should  be  inconsequential. 

RESEARCH  ON  WOMEN'S  HEALTH  >  ' 

Question.     I  understand  that  Dr.  Ruth  Kirschstein  was 
appointed  Acting  Associate  Director  for  Research  on  Women's  Health 
in  September.     I  am  glad  to  see  that  the  office  is  up  and  running 
and  the  recruitment  of  a  permanent  Associate  Director  is  underway. 
I  am  also  pleased  that  you  used  the  discretionary  fund  to  provide 
the  office  with  $1.5  million  of  research  funds. 

I  am  a  little  concerned,  however,  that  the  operating  budget 
for  the  office  is  only  $400,000  and  3  positions.     The  AIDS 
coordinating  office  had  33  people. 


712 


Are  three  positions  really  adequate  for  the  Office  on  Women's 
Health  to  make  a  difference? 

Answer.     The  Office  of  Research  on  Women's  Health  is  a  new  and 
evolving  office  within  the  Office  of  the  Director,  NIH.     A  national 
search  is  ongoing  for  a  permanent  Associate  Director  which  is  an 
SES  position.     In  addition,  a  second  senior  staff  level  position 
will  be  filled  in  the  very  near  future.     The  office  has  also  hired 
another  senior  level  expert  and  a  secretary.     I  expect  that  the 
ambitious  goals  and  planned  activities  of  the  office  will  make  it 
an  enterprise  whose  needs  will  have  to  be  reassessed  as  we 
progress.     In  this  initial  stage,  we  will  make  effective  use  of  the 
resources  provided  in  the  President's  Budget  in  carrying  out  the 
important  mission  of  this  new  office. 

CLINICAL  CENTER  RENOVATION 

Question.     Doctor,  your  FY  1992  budget  includes  a  request  for 
$13.4  million  to  begin  Phase  I  of  a  major  renovation  of  the 
Clinical  Center  expected  to  cost  over  $800  million.     Since  1979, 
and  through  your  1992  request,  $69  million  has  been  either  funded 
or  requested  for  Clinical  Center  modernization. 

Why  do  we  need  this  major  renovation  now?     I  thought  we  were 
keeping  up  with  the  Center's  modernization  needs. 

Answer.     This  major  renovation  must  proceed  to  avoid  failures 
of  major  infrastructure  systems  that  serve  large  areas  of  the 
Clinical  Center  Complex.  ,  , 

The  Clinical  Center  Modernization  program,  when  conceived,  was 
intended  to  modernize  the  architectural  and  functional 
characteristics  of  patient  care  and  patient  support  areas.  The 
requirement  of  maintaining  normal  operations  in  areas  not  being 
renovated  precluded  taking  infrastructure  systems  out  of  service. 
Therefore,  the  modernization  program  has  not  accomplished  the  major 
improvements  to  the  utilities  infrastructure  that  are  necessary  to 
maintain  reliable  service  and  to  keep  pace  with  added  utility  loads 
necessary  for  modern  research. 

A  comprehensive  utility  assessment  of  the  Clinical  Center 
Complex  was  initiated  in  1988  after  preliminary  surveys  indicated 
serious  problems  within  the  building's  utility  systems.     The  final 
assessment,  completed  by  an  independent  architectural/engineering 
firm  in  1989,  indicated  that  significant  and  widespread 
deficiencies  existed  in  the  facility's  infrastructure  and  that 
major  construction  was  required  to  correct  those  deficiencies.  As 
a  result  of  this  assessment,  the  Clinical  Center  Complex 
Infrastructure  Modernization  and  Improvement  Program  was  initiated. 

Because  of  the  very  broad  scale  renovations  that  will  be  done 
under  the  infrastructure  modernization,  the  current  program  has 
been  redirected  to  address  the  most  pressing  safety  and  utility 
system  problems  until  the  new  program  can  accomplish  the  needed 
maj  or  improvements . 
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MOUSE  PRODUCTION  FACILITY 

Question.     Earlier  this  year,  I  wrote  you  to  request  that  you 
narrow  the  competition  for  the  mouse  production  facility  funds  just 
to  animal  production  facilities  and  laboratory  facilities  to  make 
this  competition  more  consistent  with  our  original  request  to  you 
in  the  FY  1991  Senate  report. 

What  is  the  status  of  this  competition? 

Answer.     On  March  15,  NIH  issued  a  single  solicitation  for     '  ■ 
competitive  applications  for  construction  of  a  large-scale  mouse 
production  and  mutant  characterization  facility.     There  will  be 
full  peer  review  as  required  by  statute;  applicants  may  request  up 
to  75  percent  of  the  allowable  costs  of  a  requested  project,  not  to 
exceed  $10  million.     We  anticipate  making  an  award  prior  to  the  end 
of  September. 

OFFICE  OF  MINORITY  PROGRAMS  .:■  h  .  ^ 

Question.     I  am  pleased  to  hear  that  your  new  Associate 
Director  for  Minority  Programs,  Dr.  John  Ruff in,  recently  assembled 
a  team  of  experts  to  do  some  fact-finding  on  minority  recruitment 
in  the  biomedical  field  and  to  hear  firsthand  some  of  the  minority 
community's  health  concerns. 

What  is  the  status  of  the  Office  of  Minority  Program's  4-year 
Comprehensive  Plan? 

Answer.     The  Office  of  Minority  Programs  will  soon  submit  to 
the  Congressional  Appropriations  Committees  a  preliminary  report 
outlining  its  strategy  for  developing  a  4-year  comprehensive  plan 
to  strengthen  NIH's  minority  health  research  and  training 
activities.     This  report  describes  the  current  activities  in  this 
area  supported  by  the  Institutes,  Centers  and  Divisions,  as  well  as 
several  activities  now  being  undertaken  or  planned  by  the  Office  of 
Minority  Programs. 

One  major  activity  now  being  undertaken  by  the  office  is  to 
convene  a  fact-finding  team  that  will  review  NIH's  current 
activities  in  the  area  of  minority  research  and  training  and  make 
recommendations  as  to  how  these  activities  can  be  strengthened. 
The  recommendations  of  the  fact-finding  team  will  form  the  basis 
for  the  4-year  plan.     The  fact-finding  team  is  expected  to  complete 
its  work  by  the  end  of  fiscal  year  1991. 

Question.     Last  year,   the  Committee  urged  NIH  to  develop  a 
comprehensive  plan  to  increase  the  number  of  Native  Americans  in 
the  behavioral  and  biomedical  fields.     Will  the  Office  of  Minority 
Programs  be  taking  the  lead  in  this  area? 

Answer.     The  Office  of  Minority  Programs  serves  as  the  focal 
point  for  coordinating  the  development  of  NIH  policies,  goals  and 
objectives  related  to  minority  research  and  research  training 
programs.     Its  mission  includes  developing  strategies  to  strengthen 
NIH's  efforts  to  increase  the  number  of  minorities,  including 
Native  Americans,  working  in  the  biomedical  research  fields. 
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The  office  is  in  the  process  of  developing  a  four-year  plan  to 
increase  research  and  training  activities  directed  toward  all 
minority  groups.     A  fact-finding  team  will  soon  be  convened  to 
assist  in  drafting  this  plan.     This  team  will  be  ethnically  diverse 
and  include  representatives  from  academia,  industry,  and  national 
and  community  based  organizations  interested  in  minority  health. 

Because  of  the  comprehensive  nature  of  this  approach,  we  do 
not  believe  a  separate  Task  Force  for  Native  Americans  is 
necessary.     However,  because  of  the  extent  of  underrepresentation 
of  Native  Americans  in  the  sciences,  NIH  plans  to  develop  unique 
strategies  specifically  designed  for  this  population.     We  plan  to 
constitute  a  working  group  within  the  fact-finding  team  that  will 
focus  specifically  on  Native  American  health  and  training  issues. 
Several  Native  Americans  are  expected  to  serve  on  the  fact-finding 
team. 

This  approach  would  maintain  the  inclusiveness  of  the  fact- 
finding effort,  but  still  enable  the  targeting  of  a  particular 
group  or  problem  for  special  attention.     The  fact-finding  team  is 
expected  to  complete  its  work  by  the  end  of  fiscal  year  1991. 

DIAGNOSTIC  RADIOLOGY  RESEARCH  PROGRAM 

Question.     In  FY  1990,  the  Committee  provided  $2  million  to 
enable  the  Office  of  the  Director  to  establish  a  free-standing 
intramural  research  program  on  diagnostic  radiologic  imaging.  Last 
year,  we  were  pleased  to  learn  during  our  hearings  that  laboratory 
staff  were  being  selected  and  some  equipment  were  assembled.  What 
is  the  current  status  of  the  intramural  program? 

Answer.     We  have  made  significant  progress  during  the  past 
year  in  our  efforts  to  establish  a  Diagnostic  Radiology  Research 
Program.  The  Radiology  Research  Training  program  has  been 
organized,  and  included  the  participation  of  radiology  research 
labs  from  a  variety  of  different  intramural  Institute  programs .  In 
response  to  advertisement  of  the  Training  Program,  a  large  number 
of  applications  were  received  and  evaluated.     As  a  result,  in  July 
1991,  the  first  class  of  radiology  fellows  will  arrive  for  research 
training  in  the  program.     In  support  of  the  program,  an  image 
analysis  system  is  being  acquired  that  will  provide  a  centralized 
basis  for  the  storage  and  analysis  of  radiological  imaging  data. 
This  will  also  function  as  a  powerful  research  tool  for  novel 
approaches  to  the  interpretation  of  imaging  data  derived  by 
different  techniques,  such  as  the  superimposition  of  MRI  and  PET 
data.     Finally,  following  an  active  advertising  and  recruitment 
effort,  a  large  number  of  candidates  have  been  screened  for  the 
position  of  Director  of  the  Diagnostic  Radiology  Research  Program. 
The  final  selection  process  is  underway.     It  is  anticipated  a 
Director  will  be  selected  within  the  next  few  months. 

Question.     How  has  the  Institute  capitalized  on  the  most 
promising  areas  of  research? 

Answer.     A  large  variety  of  new  techniques  and  new  ideas  has 
arisen  just  in  the  last  few  years,  and  a  large  number  of  scientists 
at  NIH  are  utilizing  these  techniques  and  developing  these  ideas. 
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The  use  of  somatic  cell  gene  therapy  by  Drs .  French  Anderson, 
Michael  Blaese  and  Steven  Rosenberg,   for  the  treatment  of  adenosine 
deaminase  deficiency  is  clearly  the  development  and  use  for  the 
first  time  of  techniques  for  this  kind  of  genetic  therapy.     It  is 
too  early  to  claim  any  definite  results  but  preliminary  indications 
are  that  the  children  with  adenosine  deaminase  are  doing  better 
with  the  treatment  than  prior  to  it.     The  use  of  lac  cells  to 
deliver  potent  toxins  to  tumors  is  at  a  very  early  stage,  but 
clearly  this  represents  a  significant  clinical  application  of  ideas 
and  techniques  that  have  been  generated  in  the  last  ten  years. 

The  development  of-  prototypic  vaccines  for  vaccination  to 
prevent  AIDS  has  proceeded  rapidly.     In  particular,  clinical  trials 
are  beginning  on  the  use  of  the  vaccinia  virus  to  carry  important 
genetic  elements,  not  only  of  the  HIV  virus,  but  of  other 
infectious  agents.     This  represents  a  culmination  of  the  work  of 
NIH  scientists,  but  principally  of  Dr.  Bernard  Moss  who,  over  the 
last  15  years,  has  studied  the  use  of  vaccinia  virus  for  a  variety 
of  vaccinations. 

In  other  related  work,   early  methods  of  using  antibodies  and 
other  cellular  proteins  that  will  deliver  toxins  directly,  and 
almost  uniquely,   to  the  tumor  cells,  has  been  progressing  and 
several  of  these  preparations  are  in  beginning  clinical  trials. 
This  represents  the  use  of  the  most  recent  techniques  in 
recombinant  DNA  methodology  and  in  toxin  production,   a  major  > 
clinical  problem. 

In  yet  another  field,  magnetic  resonance  imaging,  the  NIH  has 
one  of  the  premier  installations  of  its  kind  for  this  purpose.  It 
should  be  noted  that  the  history  of  magnetic  resonance  research, 
which  started  out  as  nuclear  magnetic  resonance,  began  more  than  30 
years  ago  in  the  laboratories  of  NIH.  Without  this  background,  it 
would  have  been  difficult  for  the  NIH  to  develop  clinical  magnetic 
resonance  imaging     as  rapidly  as  it  has. 

Most  recently,  with  respect  to  spectroscopic  magnetic 
resonance  imaging,   the  NIH  has  been  at  the  forefront.     Dr.  Robert 
Balaban  and  colleagues  have  made  fundamental  contributions  to  our 
knowledge  of  how  energy  transport  is  regulated  in  the  mitochondria. 
Installation  of  a  new  large  bore  high  field  magnet  is  planned 
within  the  next  six  months. 

HUMAN  GENE  THERAPY 

Question.     I  was  pleased  to  hear  about  initial  success  Drs. 
Anderson  and  Blaese  have  had  in  using  gene  therapy  to  treat  Severe 
Combined  Immune  Deficiency  (SCID) . 

As  I  understand  it,  NIH  usually  pays  for  drugs  taken  by 
patients  in  clinical  protocols.     However,   I'm  troubled  by  reports 
that  NIH  may  not  treat  the  10  other  children  suffering  from  SCID 
due  to  the  expense  of  PEG -ADA,  the  drug  that  must  be  administered 
in  conjunction  with  gene  therapy.     It  will  take  two  years  to  treat 
all  SCID  children,  and  the  annual  cost  of  the  drug  is  $200,000  per 
child,   for  an  additional  cost  of  $2  million. 
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Will  the  Director's  discretionary  fund  be  used  to  purchase  the 
necessary  amount  of  PEG -ADA  so  that  the  therapy  is  available  to 
these  children? 

Answer.     It  is  true  that  NIH  usually  pays  for  the  therapeutic 
agent  taken  by  patients  who  are  part  of  an  approved  experimental 
clinical  protocol.     That  is,   the  cost  for  the  research  protocol  is 
born  by  NIH.     However,  NIH  does  not  reimburse  for  normally 
prescribed  treatment  that  is  not  research,  and  therefore,  not  part 
of  the  approved  experimental  protocol. 

In  the  case  of  the  SCID  patients,  PEG-ADA  is  the  normally 
prescribed  treatment,  and  these  patients  are  prescribed  PEG-ADA 
whether  or  not  they  are  accepted  into  the  gene -therapy  protocol. 
With  regard  to  the  acceptance  of  SCID  patients  for  the  gene- therapy 
protocol,  PEG-ADA  is  already  prescribed  in  all  these  patients,  and 
is  not  a  variable  under  study  in  the  approved  protocol. 

The  approved  protocol  for  gene- therapy  requires  that  SCID 
patients  meet  certain  medical  and  scientific  criteria  to  be 
eligible  for  the  protocol.     For  example,   the  patient's  cells  must 
be  transducable ;  that  is,  the  gene  therapy  must  "fit"  the  cells. 
In  addition,   the  patients  must  be  able  to  meet  certain  physical 
requirements,   including  the  ability  to  visit  NIH  every  two  weeks 
for  treatment.     It  is  intended  that  all  patients  that  meet  the 
medical  and  scientific  criteria  of  the  protocol  will  be  entered 
into  the  study.     Therefore,   the  NIH's  ability  to  pay  for  PEG-ADA  is 
not  a  factor  in  admitting  patients  into  the  gene -therapy  protocol. 


.  QUESTIONS  SUBMITTTED  BY  SENATOR  HARRY  REID 

'        ■  NEUROLOGY  RESEARCH 

Question.     What  evidence  is  there  that  this  experiment  is 
instrumental  in  the  advancement  of  treatment  and  cures  of  diseases 
which  relate  to  human  or  non-human  animals? 

[Background  information  -  In  justifying  his 
experimentation,  Charles  Larson  states  that  "It  is 
important  to  study  the  neural  control  of  vocalization 
in  order  to  understand  the  human  speech  production 
process  itself  and  to  learn  how  neurological 
disorders  such  as  Huntington's  disease.  Parkinsonism, 
and  spastic  dysphonia  affect  vocalization."  However, 
experts  in  the  fields  of  neurobiology,  clinical 
neurology,  primate  communication,  and  other  fields  in 
human  and  veterinary  medicine  have  provided 
substantial  evaluations  to  the  contrary.  These 
evaluations  conclude  that,  at  best  Professor  Larson's 
"'  grant  is  a  waste  of  tax  monies  and,  at  worst,  comes 

very  close  to  scientific  misfeasance.  Considering 
the  obvious  exaggeration  and  the  questionability  of 
the  project  goals  which  allude  to  these  specific 
human  diseases,  by  what  criteria  has  the  National 
;  Institutes  of  Health  (NIH)  funded  Professor  Larson's 

project? 
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In  Professor  Larson's  experimentation,  the  region  of 
the  brain  stimulated  is  the  periaqueductal  gray  area 
(PAG) .     In  a  specific  paper  published  in  1985  while 
his  project  was  being  funded  by  the  NIH,  Professor 
Larson  says,   "It  has  also  been  suggested  that  human 
speech,  being  prepositional  in  nature,  is 
fundamentally  different  from  most  types  of  animal 
vocalizations  and  is  controlled  by  different  neural 
mechanisms."     In  the  same  paper,  he  also  says,  "the 
extent  to  which  the  PAG  may  be  involved  in  normal 
human  speech  remains  to  be  determined,"  and  "the  PAG 
may  not  be  crucial  for  normal  speech."     In  view  of 
the  marginal  and  speculative  nature  of  the  PAG's 
relationship  to  human  speech  and  the  general  belief 
that  the  diseases  enumerated  in  Professor  Larson's 
justification  for  his  grant  are  related  to  areas  of 
the  brain  other  than  the  PAG,   is  not  his  statement  of 
justification  an  attempt  to  suggest  that  his  research 
has  a  relationship  to  human  health  that  is,   in  fact, 
probably  non-existent? 

Additionally,  Professor  Larson,  himself,  admits  that 
the  PAG  is  not  the  only  area  involved  in  vocalization 
and  that  the  PAG  may  be  only  a  link  between  the 
limbic  system  of  the  brain  and  laryngeal  and 
respiratory  systems.     The  limbic  system  is  heavily 
involved  with  emotions  and  the  PAG  itself  is  involved 
with  pain  mechanisms.     As  the  animals  involved  in 
this  study  are  clearly  under  a  great  deal  of 
emotional  stress  and  experiencing  pain,  how  can 
Professor  Larson  know  which  of  the  effects  he  is 
studying  are  due  to  pain  and  stress  and  which  to 
vocalization?    At  best,  are  not  the  results  altered 
in  unknown  ways  by  the  stress  the  animal  is 
undergoing?     Therefore,   is  there  not  significant 
doubt  that  Professor  Larson's  data  applies  even  to 
the  macaques  involved,  much  less  to  humans?] 

Answer.     The  merit  of  Dr.  Larson's  research  and  design  was 
evaluated  by  the  Sensory  Disorders  and  Language  Study  Section 
that  includes  foremost  experts  in  the  study  of  voice,   speech  and 
language.     The  proposal  received  a  favorable  review  and  a  high 
funding  priority. 

In  the  judgment  of  the  expert  review  panel,   the  proposal 
demonstrated  a  strong  and  balanced  approach  to  identifying  the 
relationships  among  periaqueductal  gray,  nucleus  retro-ambiguus 
and  laryngeal  motor  neurons  and  should  provide  basic  information 
regarding  motor  control  of  vocalization  and  offer  greater 
insight  into  understanding  disorders  of  motor  speech  control. 
It  was  considered  important  from  the  standpoint  of  understanding 
normal  mechanisms  of  voice  and  speech.     The  investigators  have 
shown  that  there  are  several  functional  types  of  cells  among  the 
periaqueductal  gray  neurons  that  are  related  to  vocalization  and 
have  begun  to  define  the  properties  of  these  cells.     They  have 
also  obtained  evidence  that  stimulation  of  different  parts  of 
the  periaqueductal  gray  area  may  elicit  different  types  of 
vocalizations  and  have-  begun  to  study  patterns  of  muscle 
activity  related  to  periaqueductal  gray  neuron  stimulation. 
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They  have  obtained  evidence,  supported  by  data  from  other 
neuroanatomical  laboratories,  that  the  periaqueductal  gray 
neurons  project  to  the  nucleus  retro-ambiguus ,   instead  of 
directly  to  the  nucleus  ambiguus. 

Dr.  Larson's  research  reflects  a  careful  and  meticulous 
approach  to  an  important  issue,  accompanied  by  appropriate  and 
adequate  treatment  of  the  animals  involved  in  his  research. 
This  research  is  important  to  our  understanding  of  the  muscles 
and  movements  involved  in  vocalization,  and  has  direct  relevance 
to  voice  disorders,  such  as  spasmodic  dysphonia  and  speech 
disorders  like  the  ones  associated  with  Parkinson's  disease. 
Continuation  of  this  research  is  critical  to  our  understanding 
of  neurologically-based  speech  disorders  and  will  ultimately 
have  an  impact  upon  our  treatment  of  those  affected. 

Question.     How  is  continued  funding  of  this  grant  justified 
in  light  of  the  flawed  aspects  of  this  experiment  and  the 
minimal  results  produced  to  date? 

[Background  information  -  Professor  Larson  cites  a 
number  of  papers  substantiating  the  relationships 
between  the  PAG  and  vocalization  in  a  variety  of 
animal  species.     As  his  results  to  date  seem  not  to 
show  much  more  than  what  is  already  known  and 
copiously  published,  does  not  Professor  Larson's 
research  largely  duplicate  existing  results?     Is  it 
not  a  waste  of  taxpayer  money  and  productive  of 
unnecessary  animal  suffering  to  fund  this  duplicative 
work? 

In  spite  of  the  rather  lengthy  experimentation 
Professor  Larson  has  performed,  his  results  seem 
minimal  almost  to  the  point  of  triviality.     Why  is 
the  NIH  rewarding  such  unproductive  experimentation 
by  extending  this  grant?     It  seems,   too,   that  the 
taxpayers  have  been  funding  and  funding  generously. 
Professor  Larson's  career  since  his  days  as  a 
graduate  student  20  years  ago  with  very  little,  if 
anything,   to  show  for  that  funding.     Why  does  the  NIH 
allow  this  to  continue?    What  are  the  NIH  standards 
for  extending  or  terminating  grants?] 

Answer.     The  project  will  attempt  to  improve  the 
understanding  of  mechanisms  of  vocal  control  by  studying 
brainstem  neuronal  activity.     This  research  is  a  part  of  a  body 
of  basic  scientific  research  that  provides  important  information 
in  determining  the  pathophysiology  of  voice  and  speech  disorders 
that  cannot  be  conducted  on  human  subjects,  but  may  provide 
greater  insight  into  human  disorders.     Charles  Larson  is 
recognized  as  one  of  the  world's  foremost  authorities  on  the 
neural  bases  of  vocalization.     Over  the  last  twenty  years  he  has 
published  more  than  twenty  articles  on  related  research. 

Question.     What  assurances  are  there  that  the  macaques 
involved  in  Professor  Larson's  experiments  are  being  humanely 
treated  as  stipulated  in  the  Animal  Welfare  Act? 


719 


[Background  information  -  Exactly  how  has  Professor 
Larson  assured  that  each  and  every  animal  used  in 
each  and  every  one  of  his  experiments  no  pain  or 
discomfort?     Detailed  anesthetic  protocols  for  the 
past  2  years,  as  well  as  photocopies  of  the  notes 
substantiating  these  protocols  and  purchase  orders  of 
the  pharmacologic  agents  used  should  be  provided. 
What  post-operative  analgesic  medicine  is  used? 
Photocopies  of  notes  substantiating  the  use  of  these 
medications  and  purchase  orders  of  the  pharmacologic 
agents  used  in  any  post- surgery  procedure  should  be 
provided. 

What  are  the  qualifications  of  all  personnel 
administering  and  monitoring  anesthetic  protocols  and 
performing  surgical  procedures? 

Why  cannot  local  citizens  have  contact  with  the 
community  representative  serving  on  Northwestern 
University's  Animal  Care  and  Use  Committee,   or  even 
know  that  person's  name,  despite  numerous  requests 
from  local  residents  and  the  Evanston,   Illinois  City 
Council?     Is  not  this  withholding  of  information  an 
arrogant  violation  of  the  Animal  Welfare  Act  as 
amended  by  the  Dole-Brown  Amendment?] 

Answer.     Review  groups  at  NIH  and  at  Northwestern  University 
have  carefully  considered  this  research  and  had  no  concerns 
regarding  Dr.  Larson's  treatment  of  his  animal  subjects;  the 
issue  of  pain  was  specifically  addressed  by  the  reviewers.  The 
consideration  of  the  treatment  of  animal  subjects  is  a  three - 
tiered  process.     The  Northwestern  University  Animal  Care  and  Use 
Committee  formally  assures  the  NIH,  under  procedures  outlined  in 
both  the  Department  of  Agriculture  Animal  Welfare  Act  as  amended 
and  the  Public  Health  Service  Policy  on  Humane  Care  and  Use  of 
Laboratory  Animals,   that  animal  protocols  regarding  surgical 
procedures,  medication,   and  recovery  issues  were  judged  to  be 
appropriate.     Additionally,   the  NIH  Study  Section,  after 
receiving  this  clearance,   reviewed  and  evaluated  the  scientific 
appropriateness  as  well  as  the  issues  related  to  animal  care  and 
use  and  made  this  report  to  the  Institute  prior  to  final 
consideration  of  the  grant  application.     The  final  tier  of  the 
review  is  each  Institute's  own  National  Advisory  Council. 

Northwestern  does  not  release  the  names  of  any  of  the 
committee  members  fearing  for  the  safety  of  the  individuals  and 
their  families  due  to  death  threats  received  in  1989  that  were 
investigated  by  the  FBI  and  other  law  enforcement  organizations. 
However,  Northwestern  University  does  provide  opportunities  to 
address  concerns  to  the  committee  members  by  communicating  in 
care  of  the  committee.     The  records  about  purchases  and 
procedures  would  be  the  property  of  Northwestern  University  and 
requests  for  those  kinds  of  materials  should  be  directed  to  the 
Vice  President  for  Research  and  Dean  of  the  Graduate  School,  Dr. 
David  H.  Cohen.     Questions  about  the  Act  can  be  answered  most 
thoroughly  by  the  Department  of  Agriculture,  Animal  and  Plant 
Health  Inspection  Service,  Regulatory  Enforcement  and  Animal 
Care  Office. 


720 


QUESTIONS  SUBMITTTED  BY  SENATOR  ARLEN  SPECTER 

,>  RESEARCH  FUNDING 

Question.     Dr.  Raub,   in  meetings  with  many  of  your 
colleagues  in  the  research  community  they  have  raised  deep 
concern  over  young  investigators  becoming  discouraged  and 
leaving  the  research  field  because  of  an  inability  to  compete 
successfully  for  limited  research  funds.     What  is  the  extent  of 
this  problem?     Is  funding  the  only  factor  contributing  to  this  \\ 
phenomenon?  ... 

Answer.     The  general  perception  in  the  scientific  community 
of  a  funding  crisis  at  the  NIH  often  has  focused  on  concern  that 
young  investigators  are  becoming  discouraged  about  pursuing 
careers  in  biomedical  research.     In  order  to  place  the  status  of 
young  investigators  in  perspective,  a  brief  summary  of  the 
nature  of  this  "funding  crisis"  is  in  order.     The  general 
perception  of  a  crisis,  has  come  about  because  the  number  of  new 
and  competing  renewal  research  project  grants  that  the  NIH  has 
been  able  to  award  in  recent  years  has  fallen  below  6,000 
grants.     The  principal  reasons  for  these  decreases  are  twofold. 
Costs  of  conducting  research  have  escalated  at  a  faster  rate 
than  have  the  funds  appropriated  for  this  purpose.     In  addition, 
besieged  by  concerns  in  the  biomedical  community  that  award 
periods  were  too  short,   the  NIH  began  to  increase  the  terms  of 
awards,   from  an  average  of  3.4  years  in  1985  to  4.2  years  in 
1990.     The  effect  of  this  increase  was  the  utilization  of  an 
increasing  portion  of  the  extramural  budget  for  noncompeting 
awards,  with  fewer  funds  available  to  fund  new  and  competing 
renewal  awards.     Despite  decreases  in  competing  awards,  the 
total  number  of  research  project  grants  in  the  NIH  portfolio 
continued  to  grow  throughout  most  of  this  period. 

About  the  time  that  the  NIH  began  to  lengthen  the  term  of 
awards,   the  First  Independent  Research  Support  and  Transition 
(FIRST)  Award  for  beginning  investigators  was  initiated.     This  ' 
was  a  revision  of  the  previous  three-year  New  Investigator 
Research  Award.     The  FIRST  award  provided  for  five  years  of 
support  at  a  maximum  level  of  $350  thousand  for  the  entire 
period.     Data  collected  since  the  initiation  of  this  new 
instrument  show  that  success  rates  for  FIRST  award  applicants 
are  much  higher  than  are  those  for  applicants  for  regular 
research  project  grants  (ROls).     In  fiscal  year  1990,  the 
success  rates  for  the  FIRST  award  and  new  ROl  award  applicants 
were  27.6  and  16.7  percent,  respectively.     In  that  same  fiscal 
year,  the  fourth  full  year  that  the  award  had  been  in  effect, 
the  NIH  was  supporting  a  total  of  2,083  FIRST  awards  for  $191.5 
million. 

Many  beginning  investigators  choose  to  apply  for  an  ROl 
award,   rather  than  a  FIRST  award,  choosing  to  either  avoid  the 
dollar  limitation  or  in  the  belief  that  they  can  be  successful  i 
in  competition  with  established  investigators.     In  fiscal  year 
1989,  the  NIH  awarded  335  first-time  ROls.  compared  to  502 
FIRSTS,   indicating  that  many  beginning  investigators  were 
successful  in  this  competition. 

!• 
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AIDS  RESEARCH 

Question.     Dr.  Raub ,   a  recent  study  by  the  Institute  of 
Medicine  urged/recommended  that  funding  for  research  on  AIDS  be 
increased  inunediately  by  $200,000,000.     Are  you  familiar  with 
this  report  and  do  you  concur  in  its  findings?    What  areas  of 
research  does  the  report  indicate  require  additional  resources? 
VThat  progress  has  been  made  with  the  funds  which  have  been 
appropriated  over  the  last  several  years? 

Answer.     I  am  familiar  with  the  Institute  of  Medicine  (lOM) 
Report  on  the  AIDS  Program  of  the  NIH.     This  study  was  performed 
at  the  request  of  the  Associate  Director  for  AIDS  Research  and 
the  Office  of  AIDS  Research,  National  Institutes  of  Health 
(NIH),   for  an  unbiased,  objective  review  of  the  NIH's  AIDS 
research  activities.     As  the  study  was  ongoing  and  the  report 
was  being  prepared,   the  NIH  AIDS  research  program  was  continuing 
to  evolve;   thus,  many  of  the  changes  recommended  in  the  lOM 
report  have  already  been  implemented.     Others  will  require 
further  review  for  future  action. 

In  general,   the  NIH  concurs  with  the  recommendations  made  in 
the  lOM  report.     However,   there  are  two  areas  of  concern  cited 
in  the  report  regarding  behavioral  research  and  clinical  trials 
that  require  NIH  clarification.     Specifically,   the  report 
identifies  behavioral  research  as  an  area  where  the  NIH  should 
increase  funding.     We  feel  also  that  more  can  be  done  in  this 
area.     However,  we  believe  the  lOM  panel's  assessment  of  our 
level  of  funding  for  AIDS  behavioral  studies  does  not  adequately 
reflect  the  level  of  this  research  actually  being  conducted. 
Behavioral  research  is  conducted  as  a  component  of  most  of  the 
major  NIH- supported  HIV  epidemiological  studies.     In  addition, 
other  behavioral  research  such  as  risk  assessment  and  research  • 
on  nursing  interventions  would  be  captured  under  other  budget 
categories,  although  directly  relevant. 

In  the  area  of  clinical  trials,  the  lOM  panel  expressed 
concern  that  the  AIDS  Clinical  Trials  Group  (ACTG)  network  may 
not  be  able  to  keep  pace  with  the  ever  increasing  requirements 
for  expansion  and  modification  of  its  focus  and  activities.  We 
have  given  considerable  thought  to  this  evolutionary  process, 
are  constantly  evaluating  the  program,  and  have  taken  several 
steps  to  ensure  both  flexibility  and  responsiveness  to  changing 
scientific  priorities.     Two  of  the  most  recent  changes  within 
the  clinical  trials  program  include  the  recompetition  of  the 
adult  units  of  the  ACTG,  which  will  provide  for  performance - 
based  funding  for  research  grant  recipients,  and  the 
implementation  of  the  Division  of  AIDS  "DAIDS  Initiative"  within 
the  National  Institute  of  Allergy  and  Infectious  Diseases 
(NIAID) ,  which  will  provide  greater  flexibility  and  more  rapid 
evaluation  of  therapeutic  agents  and  treatment  approaches. 

The  NIH  intends  to  use  the  lOM  report  as  a  planning  tool  in 
its  development  of  a  long-range  strategy  for  AIDS  research 
activities.     Like  the  panel,  we  believe  that  NIH  AIDS  research 
should  continue  to  receive  high  scientific  priority  so  that  the 
challenges  presented  by  AIDS  can  be  met. 
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The  lOM  report  indicates  several  areas  of  research  that 
require  additional  resources.     These  areas  and  the  relevant 
recommendations  include:  basic  research  in  such  areas  as 
immunology,  virology,  and  molecular  biology  (Recommendation 
3.1);  vaccine  research  program  (Recommendation  3.2);  behavioral 
research,  especially  basic  behavioral  research  (Recommendation 
3.9);  nursing  research  for  the  care  of  people  with  HIV-related 
illness  (Recommendation  3.11);  mechanism-of -action  studies  for 
anti-HIV  agents  as  part  of  drug  development  efforts 
(Recommendation  3.13);  basic  and  applied  research  in  the  area  of 
opportunistic  infections  (OIs)   (Recommendation  3.14);  pre-and 
post- doctoral  training  programs  in  a  wide  range  of  AIDS -related 
disciplines  including  molecular  biology,  virology,  cell  biology, 
immunology,  epidemiology,  behavioral  sciences,  infectious 
diseases,  and  clinical  medicine  (Recommendation  3.27);  and  a 
program  on  the  biology  of  rhesus  monkeys  as  part  of  the  research 
resources  (Recommendation  3.28). 

In  some  of  the  research  areas  for  which  the  lOM  report 
indicates  additional  resources  are  needed,  expansion  has  already 
been  implemented  as  demonstrated  by  the  increased  budget  for 
nursing  studies  of  HIV-infected  patients,  expansion  of  clinical 
trials  for  OIs  and  expansion  of  several  animal  resources 
programs.     As  part  of  the  ongoing  evaluation  of  these  programs, 
these  research  programs  will  be  periodically  reviewed  for 
progress  and  level  of  funding  by  their  sponsoring  ICDs  as 
recommended  by  the  lOM  panel. 

Significant  progress  has  been  made  in  AIDS-related  research 
in  the  last  several  years  with  funding  appropriated  by  Congress. 
Progress  has  been  made  in  gaining  an  understanding  of  the 
epidemiology  of  AIDS  through  a  number  of  large  cohort  natural 
history  studies.     Progress  in  basic  research  has  provided  a 
basic  understanding  of  HIV  and  its  pathogenesis,  which  has 
permitted  the  development  of  specific  therapeutic  agents 
directed  toward  the  prevention,  treatment  and  control  of  HIV 
infection.     The  NIH- funded  clinical  trials  efforts  have 
evaluated  the  safety  and  efficacy  of  numerous  potential 
therapies  for  the  treatment  of  HIV  infection  and  the 
opportunistic  infections  (OIs)  and  malignancies  associated  with 
HIV.     Efforts  to  develop  a  safe  and  immunogenic  vaccine  for  the 
prevention  of  HIV  are  ongoing  with  substantial  progress  being 
achieved.     A  description  of  the  activities  in  each  of  these 
areas  is  described  further  in  the  following  sections. 

EPIDEMIOLOGY  --  CHANGING  PROFILE  OF  THE  EPIDEMIC 

NIH- funded  studies  have  demonstrated  that  the  prevalence  of 
AIDS  continues  to  increase  steadily  in  underserved  populations 
at  a  rate  that  is  disproportionate  to  the  demographics  of  the 
U.S.  population.     Epidemiological  studies  indicate  that  HIV 
infection  and  AIDS  are  steadily  Increasing  among  several  special 
populations  that  include  minorities,  intravenous  drug  users 
(IVDUs) ,  and  women  and  their  offspring.     Among  women  and 
children,  AIDS  is  predominantly  a  disease  of  minorities. 
A  brief  listing  of  the  major  epidemiology  and  natural  history 
studies  funded  by  the  NIH  include: 
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o        Multicenter  AIDS  Cohort  Study  (MACS) -behavioral 

correlates  with  disease  transmission  and  progression, 
6000  gay  and  bisexual  men,  started  1984. 

o        San  Francisco  Men's  Health  Study  (SFMHS) 

o        Heterosexual  AIDS  Transmission  (HATS) -  includes  minority 
women,  children  and  IVDUs 

o        Women  and  Infant  Transmission  Study  (WITS) -course  of 
HIV  in  infected  pregnant  women  and  children,  majority 
are  IVDUs. 

o        Newark  Perinatal  Study- includes  minority  women, 
children  and  IVDUs. 

o        NICHD-NCI  study  on  high  level  of  anti-gpl20  and  low 
level  of  transmission. 

o        NCI  SEER  study  showed  increased  incidence  of  non- 

Hodgkin's  Lymphomas  in  protracted  anti -viral  treated 
HIV  patients 

o        NCI  study  showed  decrease  in  expected  incidence  rate  of 

AIDS  in  the  U.S.  as  of  1987. 
o        NIAID-PAHO  and  Mexican  Ministry  of  Health  study  on 

prophylactic  therapy  for  TB. 

Recent  activities  reflecting  the  changing  demographics 
indicated  by  natural  history  and  epidemiological  studies 
include: 

o        Supplemental  funding  provided  to  the  AIDS  Clinical 
Trials  Units  (ACTUs)  to  increase  participation  of 
racial  and  etjinic  minorities,  IVDUs  and  HIV-infected 
pregnant  women. 

o        Opportunity  for  full  participation  of  women  in  almost 
all  ACTUs  and  expanded  access  to  clinical  trials 
through  the  Community  Programs  for  Clinical  Research  on 
AIDS  (CPCRA) . 

o        Committees  in  the  ACTG  and  CPCRA  have  been  established 
to  focus  on  the  specific  needs  of  women. 

o        Awards  made  to  Howard  University  (Washington,  D.C.), 
the  University  of  Puerto  Rico,  and  the  University  of 
Hawaii  to  develop  infrastructure  in  order  to  begin 
clinical  trials  and  compete  successfully  for  an  ACTU. 

o        National  Conference  on  Women  and  HIV  Infection  held  on 
December  13-14,  1990,  to  draft  recommendations  for 
research  on  special  problems  associated  with  HIV 
infection  in  women. 

o        NICHD  and  NIAID  clinical  trials  in  infants,  children 
and  pregnant  women.     Twenty  clinical  trials  are 
currently  evaluating  19  therapeutic  agents. 
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o        Collaboration  with  the  National  Institute  on  Drug  Abuse 
to  encourage  increased  participation  of  HIV-infected 
IVDUs  at  ACTUS  and  with  the  Human  Resource  and  Service 
Administration  (HRSA)  to  provide  ancillary  services  to 
increase  participation  of  pediatric  patients  at 
specialized  ACTUs  and  Pediatric  Centers. 

BASIC  RESEARCH 

Basic  research  investigations  supported  and  performed  by  the 
NIH  have  led  to  rapid  and  significant  increases  in  the 
understanding  of  HIV.     Similarly,   the  scientific  understanding 
of  HIV  infection  and  AIDS  is  making  significant  contributions  to 
resolving  other  basic  scientific  issues  in  the  fields  of 
virology,   immunology,  microbiology,  animal  models  and  molecular 
biology  with  important  applications  to  clinical  medicine. 

The  influence  of  basic  research  on  the  scientific  response 
to  the  AIDS  epidemic  includes: 

o        Early  research  on  retroviruses  facilitated  the 
identification  of  HIV  as  the  causative  agent. 

o        Advances  in  molecular  biology  allowed  elucidation  of 
genetic  function  of  HIV. 

o        Previous  advances  in  immunology  allowed  more  rapid 
understanding  of  pathogenesis  of  HIV. 

o        Previous  advances  in  microbiology  provided  the  basis 
for  recognition  and  understanding  of  opportunistic 
^  infections . 

o  The  molecular  and  behavioral  aspects  of  transmission. 

The  effects  of  AIDS  research  on  non-AIDS  areas  includes: 

o  Understanding  of  the  function  of  the  immune  system. 

o  Understanding  of  the  mechanisms  of  gene  expression. 

o  Understanding  of  the  blood-brain  barrier. 

o        Development  of  sophisticated  technology  such  as 

polymerase  chain  reaction  (PCR)  and  new  animal  models 
of  viral  disease. 

o        Understanding  of  central  nervous  system  pathology, 
including  dementia  and  multiple  sclerosis. 

o        Understanding  of  the  transmission  of  sexually 
transmitted  diseases. 

o        Understanding  of  the  development  of  nervous  and  immune 
systems  in  children. 
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o        Development  of  new  strategies  for  targeted  drug 
development . 

o        Development  of  new  strategies  for  vaccine  development. 

o        Changes  in  approaches  to  clinical  trials  and  access  to 
experimental  therapeutics. 

DRUG  DEVELOPMENT 

The  discovery  and  development  of  safe  and  efficacious 
therapeutic  modalities  for  the  treatment,  control  and  prevention 
of  HIV  infection  and  HIV-associated  OIs  and  malignancies 
represent  an  urgent  public  health  priority.     OIs  and 
malignancies  represent  the  major  causative  agent  resulting  in 
mortality  of  AIDS  patients. 

The  NIH  has  established  extensive  intramural  and  extramural 
programs  for  the  discovery  and  pre -clinical  development  of  new 
agents  for  AIDS  with  academic  centers  and  pharmaceutical 
establishments.     Identification  of  each  of  these  programs  and  a 
brief  summary  of  their  activities  is  outlined  below: 

o        Developmental  Therapeutics  Program,  Division  of  Cancer 
Treatment,  NCI  has  contract  resources  for  drug 
development  with  the  capability  for: 

Screening  up  to  27,000  compounds  a  year  in  a  cell 
culture  assay  (40,000  compounds  screened  since 
1987,  with  approximately  1  percent  showing  anti- 
HIV  activity) . 

Providing  developmental  capacity  for  identified 
drugs  including  scale-up  drug  synthesis,  drug  dose 
formulation,  pharmacology  and  toxicology  for  IND 
application. 

o        Developmental  Therapeutics  Branch,  Division  of  AIDS, 
NIAID  has  established  three  major  programs: 

National . Cooperative  Drug  Discovery  Group-HIV. 

National  Cooperative  Drug  Discovery  Group-OI. 

Animal  models  for  testing  efficacy  of  drugs  and 
combination  therapies. 

o        NIGMS'  Targeted  Antiviral  Program  provides  extramural 
NIH  investigations  using  sophisticated  techniques 
including: 

Nuclear  Magnetic  Resonance  (NMR) 

X-ray  crystallography 

Computer  modeling 

Biophysical  studies  of  proteins 
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o      The  intramural  AIDS  Targeted  Antiviral  Program,  Office 
of  the  Director,  has  developed  a  facility  with  highly 
sophisticated  technologies.     This  facility  is  currently 
being  utilized  by  12  ICDs  on  48  separate  research 
programs.     The  program  supports  resources  for: 

-        The  Protein  Expression  Laboratory 

Computer  modelling 

Synthesis  of  new  compounds 

Screening 

Animal  models 

X-ray  crystallography 

Major  Accomplishments  of  these  programs  include: 

o        Discovery  and  development  of  AZT,  ddl ,  ddC,  d4T  and 
rsCD4. 

CLINICAL  TRIALS 

The  NIH  has  the  primary  responsibility  for  the  national 
clinical  trials  efforts  for  the  evaluation  of  potential 
therapies  for  the  treatment  of  HIV  infection  and  its  sequelae. 
The  NIH,  through  its  intramural  and  extramural  programs,  has 
developed  a  multifaceted  approach  for  the  evaluation  of 
antiretroviral  and  anti-OI  drugs.     OIs  represent  the  common 
cause  of  morbidity  and  mortality  of  AIDS  patients. 

The  objective  of  the  NIH- funded  clinical  trials  is  to 
investigate  new  drugs  valuable  to  the  treatment  for  patients 
with  HIV  infection  and  HIV-associated  opportunistic  infections 
and  malignancies.     This  represents  an  urgent  public  health 
priority.     The  goal  is  to  develop  innovative  and  effective  new 
procedures  for  the  diagnosis,  prevention,  and  treatment  of 
immunologically  related  diseases. 

NIH- funded  clinical  trial  sites  include: 

ACTUS  Pediatric  ACTUs      CPCRAs  NICHD  Intramural 

47*  15  17  28  2 

*  12  adult  ACTUs  also  have  pediatric  components 

o        Drugs  evaluated  for  entry  in  NIH- funded  clinical  trials 
as  of  1991:     approximately  200  agents. 

o        Patients  enrolled  in  NIH- funded  clinical  trials  as  of 
1991:     over  13,000. 

o        Pediatric  patients  enrolled  in  NIH- funded  clinical 
trials  as  of  1991:     over  1,400. 


Pediatric  NIH-funded  clinical  trials  as  of  1991:  20. 
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o        Approximately  33  percent  of  the  ACTG  protocols  are 

evaluating  anti-OI  therapies,  which  have  an  enrollment 
of  2,800  patients. 

o        CPCRA  has  two  active  01  protocols  and  is  developing  4 
additional  01  studies. 

Recent  initiatives  relative  to  increasing  underrepresented 
populations  in  the  clinical  trials  effort  include: 
establishment  of  a  committee  in  the  ACTG  and  CPCRA  to  focus  on 
specific  needs  of  women;  development  of  women- specif ic 
endpoints;  supplements  to  increase  recruitment  of 
underrepresented  populations;  expansion  of  pediatric  clinical 
trials  as  part  of  the  $22.6  million  increase  by  Congress  with  an 
additional  $7.8  million  increase  in  basic  research  on  pediatric 
HIV  disease;  and  collaboration  with  HRSA  in  the  development  of  a 
pilot  project  under  the  Ryan  White  Comprehensive  AIDS  Resources 
Emergency  ACT  of  1990  (C.A.R.E.),  Title  IV  legislation  providing 
for  increasing  access  to  experimental  therapeutics  and  primary 
health  care  by  the  provision  of  ancillary  services  to  HIV 
infected  pediatric  patients  and  their  families. 

Major  Accomplishments  in  the  NIH- funded  clinical  trials: 

o        Establishment  of  a  national  clinical  trials  network  in 
both  academic  medical  centers  and  universities,  the 
AIDS  Clinical  Trials  Group  (ACTG)  and  a  community  based 
program,   the  Community  Programs  for  Clinical  Research 
on  AIDS  (CPCRA)  capable  of  testing  new  anti-HIV  and 
agents  for  the  treatment  of  opportunistic  infections. 

o        AZT  effectively  slows  disease  progression  in  HIV-  <. 
infected  individuals. 

o        Extension  of  the  use  of  AZT  for  individuals  with  early 
and  asymptomatic  infections  including  HIV-infected 
children  down  to  3  months  of  age. 

o        IV  gamma  globulin  (IVIG)  effectively  reduces  the  number 
of  OIs  in  children  with  CD4+  counts  >200. 

o        Aerosolized  pentamidine  effectively  used  for 
prophylaxis  of  PCP. 

o        ddl  phase  I  clinical  trials  funded  through  NCI  have 
demonstrated  that  survival  has  been  significantly 
prolonged,  with  the  actuarial  2 -year  survival  reaching 
80  percent  even  in  patients  with  advanced  stages  of 
AIDS . 

o        Phase  II/III  studies  of  ddl  are  ongoing  in 
collaboration  with  the  ACTG. 

o        ddl  has  been  made  available  through  expanded  access 
programs  for  AZT- intolerant  patients  with  CD4  counts 
less  than  200/mm  as  well  as  for  patients  who  have 
failed  AZT  therapy  and  whose  disease  is  progressive 
,  despite  AZT  therapy. 
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o        Fluconazole  has  been  demonstrated  to  be  effective  for 
Cryptococcal  meningitis. 

o  Foscarnet  has  been  demonstrated  to  be  effective  for  CMV 
V  .}r-\.  retinitis. 

o        Interf eron-alpha  has  been  shown  to  be  effective  in 
vr     reducing  the  rate  of  OIS  in  symptomatic  patients. 

VACCINE  DEVELOPMENT 

The  development  of  safe  and  efficacious  vaccines  is  a  public 
health  priority.     Intensified  efforts  to  decrease  mortality  from 
AIDS  and  AIDS -associated  malignancies  and  ultimately  to  prevent 
HIV  infection  continues  to  emphasize  the  development  of  an  FDA 
approved  vaccine. 

NIH- funded  researchers  continue  to  advance  the  understanding 
of  the  immune  system  that  may  be  important  in  the  development  of 
potential  vaccine  candidates.     The  efforts  include  the 
collaboration  of  NCI,  NIAID,  Walter  Reed  Army  Institute  of 
Research,  and  industry. 

The  AIDS  Vaccine  Clinical  Trials  Network  (AVCTN)  sponsored 
by  NIAID  has  established  five  AIDS  Vaccine  Evaluation  Units  that 
are  designed  for  the  evaluation  of  potential  vaccines.  Six 
vaccines  are  currently  under  investigation  by  the  AVCTN. 

Recent  significant  progress  has  been  made  in  the  development 
of  potential  vaccines  for  the  prevention  of  AIDS  including: 

o  .      Three  potential  AIDS  vaccines  currently  in  NIAID- 
^       sponsored  Phase  I  clinical  trials  have  been  shown  to 
elicit  an  immune  response. 

p  j.      Native  or  recombinant  HIV  subviral  envelope  (env) 
■  -  _  -         glycoproteins  inoculated  into  chimpanzees  induced  both 
cellular  and  humoral  immunity. 

.  o    -    A  whole  virus  SIV  vaccine  demonstrated  protectioii  in 
monkeys . 

o        Inactivated  whole  virus  HIV  vaccine  studies  supported 
by  NIH  in  chimpanzees  persistently  infected  with  HIV 
developed  antibody  responses  and  were  cleared  of 
viremia  following  virus  challenge. 

o        A  synthetic  peptide  of  the  HIV-1  is  under  investigation 
in  an  NIH- sponsored  study  to  determine  its  ability  to 
prevent  AIDS  in  individuals  already  infected  with  HIV. 

Animal  models  are  being  developed  for  the  evaluation  of 
potential  vaccine  candidates  including  the  SIV/macaque  model  for 
the  comparative  evaluation  of  vaccine  approaches  and  adjuvants 
and  the  Severe  Combined  Immunodeficiency  (SCID)  mouse  model  for 
vaccine  development. 
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INFORMATION  SERVICES 

Dissemination  of  information  concerning  ongoing  research  and 
research  results  is  crucial  to  the  management  of  patients  with 
HIV  infection. 

The  National  Library  of  Medicine  (NLM)  currently  sponsors 
three  AIDS -related  on-line  databases  on  its  MEDLARS  network, 
AIDSLINE,  AIDSDRUGS,  and  AIDSTRIALS : 

o        AIDSLINE,  an  on-line  computer  file  of  more  than  40,000 
references  to  the  published  literature  on  AIDS,  is 
updated  weekly  and  is  growing  at  the  rate  of  about  800 
new  citations  a  month.     NLM  plans  to  continue  to  expand 
the  coverage  of  AIDSLINE,  not  only  with  more  source 
journals  and  meeting  abstracts,  but  with  other  forms  of 
information  such  as  monographs  and  audiovisuals . 

o        AIDSTRIALS  and  AIDSDRUGS  were  created  in  response  to 
the  mandate  of  the  Health  Omnibus  Programs  Extension 
Act  of  1988,  containing  descriptions  of  clinical  trials 
being  conducted  to  test  the  safety  and  efficacy  of  AIDS 
therapeutics,  and  descriptions  of  the  agents  being 
tested  in  the  clinical  trials,  respectively. 

In  addition,   the  information  has  been  disseminated  through: 

o        The  NIAID  AIDS  Clinical  Trials  Information  Service 
(ACTIS)  which  provides  information  on  NIH-  and 
industry- sponsored  clinical  trials  of  new  therapies  to 
HIV-infected  people  and  health  care  workers,  with 
information  on  over  156  NIH-sponsored  and  9A  industry- 
sponsored  protocols  from  the  FDA.     Additionally,  the 
ACTIS  maintains  data  records  on  specific  drugs,  their 
mode  of  action  and  toxicity. 

o        A  series  of  1990  AIDS  technology  transfer  meetings, 
initiated  to  enhance  the  sharing  of  state-of-the-art 
information  on  treatment  and  management  of  symptomatic 
and  asymptomatic  patients.     These  programs  will 
continue  targeting  areas  that  do  not  have  a  major 
medical  research  effort  such  as  Puerto  Rico  and  rural 
areas  of  the  U.S. 

o        An  NIH-sponsored  workshop  held  on  January  15  to  address 
the  issue  of  expedited  dissemination  of  information 
with  immediate  positive  or  negative  public  health 
impact  such  as  AIDS  related  clinical  trials  results. 
Based  upon  the  workshop  discussion  and  with  additional 
input  from  physicians,  patients,  and  other  Federal 
agencies,  NIH  policy  and  guidelines  for  information 
dissemination  will  be  developed. 

FY  1992  PRESIDENT'S  BUDGET 

Question.     Dr.  Raub,  does  the  President's  budget  include 
sufficient  funds  to  support  research  project  grants  and  center 
grants  at  their  fully  approved  level?     If  not,  what  is  the 
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estimated  downward  negotiation  rate  for  research  project  grants 
and  center  grants?  How  do  these  rates  compare  with  FY  1989  and 
1990?    How  do  they  vary  Institute  by  Institute? 

Answer,      As  we  have  outlined  in  the  forthcoming  report,  "A 
Plan  for  Managing  the  Costs  of  Biomedical  Research" ,  we  are 
working  toward  eliminating  the  imposition  of  arbitrary 
reductions.     This  policy  change  will  take  place  gradually  as  we 
move  through  the  transition  year  of  1991.     Therefore,  neither 
commitments  on  grants  previously  awarded  nor  study  section 
recommended  levels  for  competing  grants  will  be  fully  met. 

Elimination  of  the  arbitrary  reductions  will  be  accomplished 
by  undertaking  a  concerted  effort  to  heighten  the  sensitivity  of 
Initial  Review  Group  members  to  cost  issues.     If  NIH  financial 
management  objectives  cannot  be  met  by  accepting  IRG  recommended 
budgets,  Councils  and  Boards,  working  with  staff,  will  develop 
those  cost  control  practices  necessary  to  manage  their  research 
portfolios.     We  also  will  improve  our  capability  for  cost 
analysis.     In  those  instances  where  Councils/Boards  may 
determine  that  the  cost  of  addressing  a  particular  scientific 
question  exactly  as  proposed  is  too  great  relative  to  its 
programmatic  relevance,   they  will  have  the  option  to  recommend 
changes  to  the  scope  of  certain  projects  or  to  recommend  a 
lower-cost  strategy.     The  full  effect  of  these  practices  will  be 
closely  evaluated  during  the  coming  year.     These  practices  apply 
to  competing  research  project  grants. 

For  noncompeting  research  project  grants,  we  now  are 
estimating  future  years'  costs  based  on  the  first  year's 
adjusted  cost  plus  a  growth  factor  averaging  four  percent  as 
opposed  to  the  study  section  recommended  level.     Based  on  this 
new  policy,  we  intend  in  the  future  to  pay  the  commitment  level. 

OFFICE  OF  RESEARCH  ON  WOMEN'S  HEALTH 

Question.     Dr.  Raub,  last  year  the  NIH  responded  to  several 
Congressional  initiatives  on  women's  health  by  creating  an 
Office  of  Research  on  Women's  Health  within  the  Office  of  the 
Director.     What  level  of  funding  does  the  NIH  plan  for  the 
Office  in  FY  92?      ..  -     .  ..        '  • 

Answer.     The  President's  budget  request  for  FY  1992  provides 
$2.5  million  for  the  Office  of  Research  on  Women's  Health.  The 
funds  are  included  in  the  overall  request  for  the  Office  of  the 
Director,  NIH,  and  represent  an  increase  of  $1  million  over 
those  provided  to  the  Office  through  the  Director's 
discretionary  fund  in  FY  1991. 

Question.  Is  there  a  plan  for  creating  a  permanent  advisory 
committee  to  assist  the  Office  with  its  mission? 

Answer.     The  significant  role  of  this  Office  is  in  assisting 
the  NIH  in  increasing  research  activities  related  to  women's 
health.     This  role  requires  consultation  at  the  highest  levels 
within  the  NIH  advisory  system.     Thus,   in  its  early  stages,  the 
Office  of  Research  on  Women's  Health  is  seeking  guidance  from 
the  Advisory  Committee  to  the  Director,  NIH.     NIH  believes  that 
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this  reflects  the  importance  placed  on  the  activities  of  this 
new  office. 

The  Task  Force  on  Opportunities  for  Research  on  Women's 
Health  has  been  constituted  as  a  subcommittee  of  the  Advisory 
Committee  to  the  Director.     This  group  has  initiated  a  planning 
process  that  will  culminate  in  recommendations  for  a  trans -NIH 
research  agenda  for  women's  health.     This  process  will  include 
both  a  public  meeting  in  June  at  which  organizations  interested 
in  women's  health  will,  present  their  views  and  a  major 
scientific  conference  in  September  1991. 

The  Task  Force  then  will  report  to  the  Advisory  Committee  to 
the  Director  and  propose  a  plan  for  research  on  women's  health 
for  the  next  decade.     Until  that  plan  and  its  recommendations 
are  completed  and  accepted  by  the  NIH  Director,  we  expect  that 
guidance  to  the  office  will  be  provided  by  the  Task  Force  and 
the  Advisory  Committee  to  the  Director.     Upon  completion  of  the 
report,  NIH  will  consider  whether  these  efforts  might  be  served 
better  by  a  separate  advisory  body. 

Question.     How  will  such  an  advisory  committee  be 
constituted? 

Answer.  Based  on  the  research  priorities  to  be  established 
in  the  Task  Force  report  to  the  NIH  Director,  NIH  will  determine 
the  best  structure  and  membership  for  an  advisory  committee.  We 
will,  however,  be  mindful  of  the  views  of  the  many  organizations 
interested  in  women's  health.  The  Office  of  Research  on  Women's 
Health  expects  to  have  an  ongoing  dialogue  with  these  groups. 

Question.     Does  the  NIH  plan  to  use  the  expertise  of  women's 
hospitals  as  it  further  develops  an  agenda  for  the  Office  of 
Research  on  Women's  Health  or  as  it  establishes  an  advisory 
committee? 

Answer.    NIH  plans  to  draw  on  the  advice  and  expertise  of 
leaders  in  the  broad  array  of  scientific  areas,  medical 
specialties  and  other  fields  related  to  research  on  women's 
health.     Our  efforts  will  address  diseases,  conditions,  and 
disorders  as  they  affect  women  throughout  all  the  stages  of 
life- -birth  to  the  geriatric  years.     NIH  intends  to  seek  advice 
from  leading  researchers,  clinicians,  and  women's  health 
advocacy  organizations.     Some  of  these  experts  undoubtedly  will 
have  experience  in  service  at  women's  hospitals  as  well  as  in 
other  health  care  settings. 


QUESTIONS  SUBMITTTED  BY  SENATOR  MARK  O.  HATFIELD 

SCIENCE  EDUCATION 

Question,  How  does  the  quality  of  science  education  in  the 
United  States  affect  the  ability  of  NIH  to  fulfill  its  mission? 

Answer.     The  mission  of  the  National  Institutes  of  Health  is 
to  improve  the  health  of  the  citizens  of  this  Nation  by 
conducting  and  supporting  research  into  the  factors  underlying 
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disease  so  that  new  methods  of  diagnosis,  prevention  and 
treatment  can  be  developed  and  put  into  use  by  health  care 
providers . 

To  successfully  complete  this  mission,  NIH  is  dependent  on  a 
cadre  of  highly  trained  biomedical  and  behavioral  researchers. 
Since  its  inception,  NIH  has  supported  the  training  of  these 
researchers.     In  1976  this  support  was  codified  into  the 
National  Research  Service  Awards  (NRSA)  program  which  provides 
both  fellowships  and  traineeships  to  talented  undergraduate, 
graduate,  post -doctoral  students  and  young  researchers  so  that 
they  can  pursue  training  is  biomedical/behavioral  research.  The 
NRSA  program  is  highly' successful  and  U.S.  biomedical 
researchers  continue  to  be  world  leaders  in  their  fields. 

Recent  studies,  however,   indicate  that  students  who  are  now 
in  elementary,  junior  high  and  high  school  are  being  turned  off 
to  science.     These  students,  particularly  minorities  and  women, 
are  lost  from  the  pool  of  college  and  graduate  students  from 
which  NIH  researchers  will  be  developed  in  the  21st  century.  If 
something  is  not  done  now  to  attract  these  students  to  the 
sciences,   it  is  predicted  that  the  number  of  trained  researchers 
will  be  inadequate  to  meet  national  needs  by  the  year  2000. 
Without  this  pool  of  researchers,  NIH  will  be  unable  to  perform 
the  kind  of  biomedical  research  needed  to  insure  the  continued 
health  of  our  Nation. 

A  more  subtle  effect  that  the  quality  of  science  education 
has  on  NIH  is  in  the  area  of  public  science  literacy.  U.S. 
public,   social,  and  economic  health  depends  increasingly  on  the 
population's  understanding  and  use  of  science  and  technology. 
Our  health  care  system  has  become  dependent  on  scientifically 
literate  patients  who  can  make  informed  decisions  about  their 
health  needs . 

In  addition,  many  research  enterprises  have  come  under 
attack  from  interest  groups  who  assert  that  biomedical  research 
is  unnecessary  and  actually  undermines  the  moral  fabric  of  this 
country.     Some  seem  generally  well-meaning  but  poorly  informed. 
Others,  such  as  animal -rights  and  environmental  extremists  seem 
intent  upon  deliberate  deception.     In  either  case,  these  groups 
find  a  vulnerable  audience  for  their  message  in  a  public  that  is 
not  scientifically  informed,     A  more  active  campaign  to  educate 
the  general  public  is  needed  to  protect  it  from  this  kind  of 
manipulation. 

Like  all  Federal  agencies,  NIH  is  dependent  on  the  will  of 
the  people  for  its  continued  survival.     Without  a  scientifically 
literate  public  equipped  with  the  tools  necessary  to  make  the 
difficult  ethical  decisions  that  are  demanded  by  our  society, 
the  mission  of  NIH  could  be  placed  in  jeopardy. 

Question.     What  is  the  goal  of  the  NIH  Science  Education 
Program? 

Answer.     The  goal  of  the  NIH  science  education  program  is 
two -pronged:     1)  to  encourage  the  natural  enthusiasm  young 
people  have  for  science  and  thus  maintain  the  flow  of  students 
into  biomedical/life  sciences  education  and  career  paths- -with  a 
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special  focus  on  recruiting  women,  minorities  and  the  disabled; 
and  2)  to  promote  public  support  for  and  understanding  of 
biomedical  science  and  technology. 

Question.     Many  Federal  agencies  are  focusing  attention  and 
resources  on  improving  science  education.     What  unique 
contributions  can  NIH  make  to  this  effort?     Is  NIH  actively 
pursuing  collaborations  with  other  Federal  agencies? 

Answer.     Adolescents  and  younger  children  have  a  natural 
interest  in  their  bodies  and  the  world  around  them.     As  a 
result,  the  life  sciences  offer  an  especially  suitable  vehicle 
for  capturing  and  encouraging  their  enthusiasm  for  science. 
While  many  Federal  agencies  with  education  and  science  missions 
are  involved  in  science  education  and  training,  none  focus  on 
biomedical  and  life  sciences  literacy  or  education.     NIH  is 
uniquely  positioned  to  use  its  many  resources,  both  in  terms  of 
scientific  personnel  and  laboratory  facilities,  to  increase 
understanding  and  appreciation  for  biomedical  and  behavioral 
science  among  school  children,  college  students,  and  adults. 

Unlike  many  of  the  other  science  mission  agencies,  NIH  has 
on  staff  a  large  number  of  the  most  highly  trained  biomedical 
scientists  in  the  world.     These  scientists  form  a  valuable 
resource  that  can  be  uSed  to  support  the  efforts  currently  being 
made  to  improve  science  education  in  this  country.     Many  of 
these  scientists  are  already  donating  their  free  time  to 
participate  in  "Adopt-a-school"  programs,  and  many  more  have 
expressed  a  willingness  to  participate  in  curriculum  development 
projects  as  well  as  intramural  student  and  teacher  education 
programs . 

NIH  is  actively  involved  in  the  FCCSET  Committee  on 
Education  and  Human  Resources  (CEHR) ,  and  represents  the 
Department  of  Health  and  Human  Services  (DHHS)  on  the  Department 
of  Education  Steering  Committee  on  Science  and  Mathematics 
Education.     In  the  Spring  of  1990,  the  CEHR  formed  a  working 
group  to  develop  an  inventory  and  perform  an  extensive  review  of 
all  Federal  science  education  programs.     The  Associate  Director 
for  Science  Policy  and  Legislation  has  represented  DHHS  on  this 
working  group  and  has  coordinated  the  presentation  of  all 
Department  programs . 

NIH  has  signed  a  Memorandum  of  Agreement  with  the  Department 
of  Education  to  provide  partial  funding  for  one  of  their 
research  centers  on  science  education  and  is  actively  pursuing 
similar  collaborative  projects  with  the  National  Science 
Foundation,  the  Department  of  Energy  and  other  Federal  agencies. 
In  1990,  NIH  collaborated  with  NASA  to  develop  a  curriculum 
supplement,   "Human  Physiology  in  Space:     A  Program  for  America." 

In  addition,  the  Deputy  Director  of  NIH  co-chairs  the  PHS 
Board  on  Life  Sciences  Education  and  Science  Literacy  with  the 
Administrator  of  ADAMHA.     The  Board,  composed  of  representatives 
from  each  of  the  PHS  agencies,  was  established  as  a  Working 
Group  in  1989  to  coordinate  PHS  efforts  in  science  education  and 
science  literacy.     In  late  1989,  they  published  a  Report  on 
Science  Education  efforts  at  PHS.     This  was  followed  by  an 
Action  Plan  which  made  specific  recommendations,  goals,  and 
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strategies.     In  the  Spring  of  1991,  the  Board  will  hold  a 
National  Conference  on  Life  Sciences  Education  and  Literacy. 
This  conference  will  bring  together  individuals  from  education, 
industry,  professional  associations,  the  media,  and  other 
Federal  agencies  to  assist  in  the  development  of  both  short-  and 
long-range  plans  to  guide  the  development  of  future  PHS  science 
education  programs. 

SCIENCE  EDUCATION 

Question.  Has  the  NIH  formulated  a  long-range  plan  for 
science  education?  What  is  the  projected  budget?  What  new 
initiatives  do  you  plan  for  FY  1992? 

How  much  do  you  estimate  will  be  spent  in  FY  '92?  How  much 
is  included  in  the  budget  for  FY  '91? 

Answer.     The  National  Institutes  of  Health  has  drafted  a 
framework  for  a  five-year  plan  for  its  participation  in  science 
education  and  is  awaiting  the  outcome  of  the  Public  Health 
Service  National  Conference  on  Science  Education  to  finalize 
this  plan.     The  National  Conference,   "Prologue  to  Action:  Life 
Sciences  Education  and  Science  Literacy",  will  be  held  June  IS- 
IS, 1991  and  will  bring  together  experts  from  across  the 
education  community,  federal  government  and  private  industry  to 
help  develop  strategies  and  a  long  range  plan  for  PHS 
involvement  in  science  education. 

The  objectives  of  this  plan  are  to  expand  efforts  to  enhance 
teacher  knowledge  of  the  life  sciences  and  encourage  partner- 
ships between  the  scientific  and  educational  communities  to 
improve  science  educatj.on  at  pre -school  through  undergraduate 
levels.  While  new  to  this  area,  NIH  recognizes  the  impact  of 
such  an  effort  on  student  knowledge,  motivation,  career 
interest,  and  health  promotion.     Universities  and  other 
organizations  will  receive  grants  for  model  programs  to  improve 
science  education  in  the  life  sciences  by  promoting  linkages 
among  NIH- funded  scientists  and  local  school  and  community 
programs.  Activities  will  include  summer  institutes  for 
teachers;  development  of  curriculum  supplements,  audio-visual 
materials,  classroom  activity,  laboratory  guides,  and  other 
educational  materials;  laboratory  experience  for  students  and 
teachers;  and  mentoring.     A  major  emphasis  will  continue  to  be 
on  programs  to  improve  science  education  for  minorities  and 
women. 

NIH  also  is  exploring  ways  to  work  collaboratively  with 
other  federal  agencies  (e.g.,  co-funding  projects  of  mutual 
interest),  national  biology  and  science  teachers  organizations, 
professional  societies,  and  other  national  groups  to  enhance 
teacher  knowledge  and  skills  and  develop  useful  classroom 
materials.     Programs  and  materials  will  be  developed  to  inform 
life  scientists  about  how  they  can  contribute  to  improved 
precollege  science  education.  These  will  be  developed  for 
intramural  and  extramural  scientists. 


Budget :     The  NIH  Biomedical/Life  Sciences  Education  Program, 
which  will  be  administered  by  the  Office  of  Science  Policy  and 
Legislation  is  officially  reflected  in  the  NIH  budget  beginning 
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in  fiscal  1992  at  a  level  of  $2.0  million.     Estimated  figures 
for  the  Science  Education  Program  Five-Year  Budget  Plan  are 
listed  in  the  table  below. 

National  Institutes  of  Health  Life  Sciences  Education  Program 
Five-Year  Budget  Plan* 

FY /Funds        Base  Year    Five-Year  Budget  Plan  . 

Fiscal 

Year  1992               1993        1994        1995        1996  1997 
Funds  Ext. 

(Millions)  $2.0             $10.0      $12.0      $15.0      $18.0  $20.0 

*  Plan  for  activities  under  the  Office  of  Science  Policy  and 
Legislation;  excludes  NIH  Extramural  training,  fellowship 
and  apprenticeship  programs  (e.g.,  MHSSRAP,  NRSA, 
MARC/HURT)  and  Intramural  Office  of  Education  programs. 

Over  the  years,  the  traditional  NIH  research  apprenticeship, 
fellowship  and  traineeship  programs  have  been  well  funded.  This 
support,  however,  has  not  extended  to  the  development  and 
implementation  of  new  and  innovative  programs  in  science 
education  at  the  pre-school  through  undergraduate  levels.  The 
NIH  science  education  program  was  initiated  to  address  this 
need.     Many  of  the  activities  developed  as  a  part  of  the  program 
correspond  closely  to  the  actions  recommended  in  the  Final 
Report  of  the  Task  Force  on  Women,  Minorities  and  the 
Handicapped  in  Science  and  Technology,  "Changing  America:  The 
New  Face  of  Science  and  Engineering,"  and  the  issue  of  the 
participation  of  under-  represented  groups  is  given  special 
emphasis  throughout  these  programs. 

In  FY  1991  NIH  is  piloting  a  number  of  new  programs  that 
will  be  expanded  in  FY  1992  if  they  prove  successful.  These 
include : 

ADAMHA/NIH  Science . Education  Partnership  Awards  (SEPA) . 
These  awards  support  the  development  of  model  programs  that 
join  working  scientists  and  educators  in  enhancing 
precollege  science  education  and  public  understanding  of 
science,  e.g.,  that  related  to  addictive  disorders  and 
mental  illness,  and  in  encouraging  young  people  to  enter 
careers  in  these  areas.  SEPA  is  designed  to  involve 
scientists  in  the  development  of  science  education  programs 
for  K-12  students  and  for  the  general  population. 
Partnerships  may  involve  business  and  industry,  formal  and 
informal  educational  institutes,  professional  and  scientific 
societies,  and  research  institutions. 

The  Science  Alliance.  This  program  will  establish  alliances 
between  PHS  scientists  and  elementary  school  educators  to 
increase  enthusiasm  for  science  among  teachers  and  students, 
increase  teachers'  familiarity  with  science  curricula  and 
materials,   integrate  science  with  other  subjects,  identify 
talented  young  people,  challenge  PHS  staff,  and  demonstrate 
PHS's  commitment  to  science  education.  Paired  with  an 
elementary  school,  a  team  of  scientists  would  participate  in 
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science  classes,  provide  role  models  for  students,  and 
generate  enthusiasm  for  science  in  the  classroom.  The  pilot 
program  is  estimated  to  cost  $5,000. 

The  following  programs  are  currently  being  developed  for 
implementation  in  future  years: 

Biomedical  Research  Advancement:  Saturday  Scholars  (BRASS): 
This  program  will  provide  an  opportunity  each  year  for  48 
junior  and  senior  high  students  in  the  DC  metropolitan  area 
to  participate  in  an  8  week  Saturday  morning  science  program 
held  on  the  NIH  campus  and  taught  by  NIH  scientists.  The 
program  will  consist  of  2  to  3  hour  sessions  which  will 
include  didactic  seminars,  hands  on  laboratory  experiences, 
field  trips,  and  lectures  on  topics  in  the  biomedical/life 
sciences . 

AREA  Grant  Support  for  Science  Teachers.  This  proposed 
program  is  being  designed  to  enhance  the  expertise  of  high 
school  teachers  by  providing  funds  for  them  to  participate 
in  research  being  done  at  Academic  Research  Enhancement 
Award  (AREA)  grant  institutions,  i.e.,  institutions  that 
historically  have  not  received  major  extramural  support. 
Funds  would  cover  the  average  salary  for  a  junior  high  or 
high  school  sciencfe  teacher  for  120  days  (about  $4,000), 
plus  administration  costs. 

NIH/IHS  Extern  Assignment:     This  program  will  provide 
biomedical  research  extern  sites  for  5  to  10  Indian  Health 
Service  scholarship  students.     This  will  allow  these 
students  to  have  an  opportunity  to  work  in  an  actual 
research  setting.  It  is  hoped  that  through  this  experience, 
the  students  will  decide  to  pursue  careers  in  the  biomedical 
sciences . 

Older  Americans  Program:     This  program  would  use  the  talents 
of  older  Americans  with  extensive  experience  in  the 
biomedical  and  behavioral  sciences  to  enrich  pre -college 
science  education  programs.     Retired  scientists  would  be 
recruited  to  assist  in  science  classroom  activities  and 
serve  as  role  models  and  mentors  to  interested  students. 
(Legislative  authority  required.) 

In  FY  1991,  NIH  has  allocated  $2.0  million  from  the 
Director's  Discretionary  Fund  for  support  of  the  Science 
Education  Partnership  Awards  (SEPA) .     In  addition,  the  Office  of 
Science  Policy  and  Legislation  has  earmarked  approximately 
$200,000  for  science  education  activities.     These  activities 
include  NIH  participation  in  the  FCCSET  Committee  for  Education 
and  Human  Resources  (CEHR) ,  the  PHS  Life  Sciences  Education  and 
Science  Literacy  Board  activities- -  including  the  National 
Conference,  and  support  for  a  number  of  smaller  programs  like 
the  Science  Alliance. 

Fiscal  1992  marks  the  first  year  that  NIH  will  have  a 
specific  allocation  for  science  education  within  the  Office  of 
the  Director's  budget.     The  fiscal  year  1992  Appropriation 
Request  provides  for  $2  million  to  support  the  NIH  Science 
Education  Program. 
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SCIENCE  EDUCATION 

Question.     If  an  additional  $5,000,000  were  provided  in  FY 
1992  for  Science  Education,  how  would  the  NIH  utilize  these 
funds? 

Answer.     If  an  additional  $5  million  were  made  available  for 
FY  1992,  NIH  would  use.it  to  expand  its  support  of  the  Science 
Education  Partnership  Awards  (SEPA),   to  fully  implement  the  AREA 
Grant  Support  for  Science  Teachers  program  and  to  fund  the 
implementation  of  the  strategies  and  action  plan  developed  at 
the  National  Conference. 

The  initial  response  to  the  SEPA  program  has  been  over- 
whelming.    The  program  was  announced  in  February  of  this  year 
and  we  have  already  received  close  to  300  letters  of  intent  from 
applicants.     If  additional  funds  are  available,  they  would  be 
used  to  support  and  expand  these  grants  in  1992.     The  types  of 
activities  funded  would  include: 

o        Projects  improving  the  scientific  knowledge  base  of 
current  and  prospective  precollege  teachers  so  that 
current  concepts  in  health  sciences  can  be  integrated 
into  course  content,  and  teachers'   instructional  skills 
can  be  enhanced. 

o        The  development  of  innovative  materials,  techniques 

and/or  curricula  consistent  with  the  purposes  of  this 
program  in  areas  where  there  is  a  demonstrated  lack  of 
suitable  materials  and  a  need  for  scientific  advice. 

o        Programs  that  provide  laboratory  experiences  in  the 

biological  sciences  for  students  from  the  kindergarten 
through  the  twelfth  grade.     These  programs  may  be  in 
formal  school  settings  or  in  community  settings. 
Programs  that  provide  for  linkages  among  PHS- funded 
scientists  and  local  community  and  school  programs 
which  provide  for  continued  contact/mentoring  to 
encourage  pursuit  of  science  careers  are  particularly 
desirable . 

o        Activities  which  provide  training,  resources,  and 
support  to  encourage  and  prepare  individual 
biomedical/behavioral  scientists  to  become  involved  in 
projects  to  educate  the  general  public  about  science, 
including  those  aimed  at  educating  parents  and  their 
children.     These  would  include  speaking  to  students, 
adults,  teachers,  or  organizations  in  an  informal  but 
instructive  manner  in  suitable  public  places  where 
biological/behavioral  science  might  be  presented  in  a 
captivating  way  to  the  lay  public. 

The  AREA  Grant  Support  for  Science  Teachers  program  will 
enhance  the  expertise  of  high  school  science  teachers  by 
providing  funds  for  them  to  participate  in  research  being  done 
at  Academic  Research  Enhancement  Award  (AREA)  grant 
institutions,   i.e.,   institutions  that  historically  have  not 
received  major  extramural  support.     Additional  funds  would  be 
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used  to  fully  develop  the  program  and  expand  the  number  of 
supplements  available  nationwide. 

As  was  mentioned,  the  PHS  National  Conference  will  bring 
together  experts  from  across  the  education  community,  Federal 
Government,  and  private  industry  to  help  develop  strategies  and 
a  long  range  plan  for  PHS  involvement  in  science  education.  The 
National  Institutes  of  Health,  which  is  providing  a  large 
portion  of  the  funding  for  the  conference,  will  devote  any 
additional  available  funds  to  implementing  these 
recommendations . 


National  Cancer  Institute 

STATEMENT  OF  DR.  SAMUEL  BRODER,  DIRECTOR,  NATIONAL  CANCER 
INSTITUTE 

BUDGET  REQUEST 

Senator  Harkin.  We  will  call  up  all  the  individual  directors  here, 
Dr.  Broder  at  the  National  Cancer  Institute;  Dr.  Lenfant,  Heart, 
Lung,  and  Blood;  Dr.  Tony  Fauci  with  Allergy  and  Infectious  Dis- 
eases; and  Dr.  Harald  Loe,  National  Institute  of  Dental  Research. 
It  is  my  intent  to  just  simply  start  in  the  order  in  which  I  have 
it  here. 

I  will  start  with  Dr.  Broder,  National  Cancer  Institute.  Dr. 
Broder,  the  committee  has  your  budget  request  for  $1.8  billion, 
which  is  about  5  percent  more  than  last  year.  I  note  that  more 
than  one-half  of  your  proposed  growth  for  1992  is  for  research 
project  grants,  while  your  request  for  centers  and  training  is  essen- 
tiafly  flat  with  a  loss  of  two  of  your  basic  research  centers.  So,  Dr. 
Broder,  could  you  please  give  us  a  brief  statement  in  support  of 
your  request,  as  well  as  any  scientific  highlights  that  you  would 
care  to  make? 

opening  REMARKS 

Dr.  Broder.  Thank  you  very  much.  Sir,  it  is  my  great  honor  to 
be  here. 

This  year  has  been  marked  by  high  scientific  achievement  for  the 
National  Cancer  Program.  The  National  Cancer  Institute  [NCI]  has 
pioneered  methods  of  rapid  communication  about  advances  in  clini- 
cal research  and  continues  to  disseminate  state-of-the-art  informa- 
tion in  the  United  States  and  throughout  the  world.  New  cancer 
drugs  have  been  developed  and  new  prevention  strategies  using  vi- 
tamin derivatives  have  proven  effective. 

Scientists  from  NCI  and  the  National  Heart,  Lung,  and  Blood  In- 
stitute have  pioneered  gene  treatment  studies.  Last  year,  studies 
successfully  traced  the  activity  of  new  genes  in  reinfused  cells  into 
patients,  and  a  related  study  introduced  gene  therapy  for  an  ex- 
tremely imusual  but  important  inherited  immime  system  disorder 
caused  by  the  absence  of  the  enzyme  adenosine  deaminase,  called 
ADA.  Preliminary  results  in  the  first  patient,  a  4-year-old  girl,  sug- 
gested her  immune  function  has,  in  fact,  improved  and,  therefore, 
we  would  declare  this  the  first  successful,  or  at  least  experi- 
mentally successful,  application  of  genetic  engineering  in  the  form 
of  gene  transfer  therapy.  The  results  are  still  preliminary  and  they 
cannot  be  taken  to  be  a  final  answer,  but  we  do  believe  that  this 
is  an  important  advance. 

Most  recently  two  patients  with  melanoma,  a  form  of  skin  cancer 
that  is  quite  virulent  and  often  lethal,  were  treated  with  special 
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tumor  infiltrating  lymphocytes  armed  with  a  gene  that  produces  a 
potent  antitumor  agent,  tumor  necrosis  factor,  and  this  again  is  a  ^ 
result  of  the  gene  transfer  technology  that  we  were  discussing. 

Major  progress  has  been  made  in  reducing  deaths  from  childhood 
cancers  and  in  preventing  or  treating  many  common  cancers  in  j 
adults  as  well.  However,  there  has  been  less  progress  in  reducing  j 
the  death  rate  from  common  solid  tumors  in  patients  age  65  and 
over.  Many  Americans,  the  poor,  the  xmderserved  and  members  of  I 
some  minority  groups  do  not  have  access  to  state-of-the-art  preven-  | 
tion,  early  diagnosis  and  treatment,  and  have  disproportionately 
high  cancer  incidence  and  mortality  rates.  We  must  increase  our  ef-  ! 
forts  in  cancer  prevention  and  control.  j 

Research  on  cancers  that  affect  women  is  a  high  priority  for  the  I 
National  Cancer  Institute  as  cancer  is  the  second  leading  cause  of  | 
death  among  women  in  the  United  States  with  more  than  150,000 
women  expected  to  die  in  1991  of  cancers  of  the  lung,  breast,  colon, 
and  reproductive  tract.  ^ 

NCI  supported  scientists  are  unraveling  the  genetic  mysteries  of  | 
the  cancer  cell  and  important  new  theories  of  now  cancer  evolves  , 
from  the  normal  cell  are  emerging  with  increasing  information 
about  oncogenes  and  suppressor  genes. 

The  NCI  cancer  centers  program  provides  interdisciplinary  can- 
cer research  and  state-of-the-art  diagnosis,  treatment  and  renabili- 
tation,  prevention,  and  cancer  control,  as  well  as  commimity  out- 
reach and  research  on  a  number  of  cancers,  including  AIDS-related 
cancers,  throughout  the  Nation. 

Additionally,  NCFs  ability  to  transfer  technology  effectively  rests 
on  community  programs  such  as  the  clinical  cooperative  groups  and 
the  community  clinical  oncology  program  which  we  refer  to  as  our 
CCOP  program.  The  latter  are  especially  important  in  getting 
state-of-the-art  treatment  to  rural  areas,  and  we  now  have  active 
participation  in  NCI  funded  clinical  trials  in  many  small  towns 
throughout  the  country,  some  with  wonderful  names  like  Spirit 
Lake,  Royal,  and  Rembrandt. 

Among  other  new  cancer  drugs,  there  is  a  great  interest  in  taxol 
as  it  can  kill  various  cancer  cells.  This  is  an  important  drug.  It  is 
derived  from  the  bark  of  yew  trees  and  is  in  very  short  supply,  but 
NCI  is  imdertaking  taxol  development  from  alternative  renewable 
resources.  This  is  an  important  and,  in  fact,  an  emergency  priority 
of  the  Institute. 

Prevention  is  the  most  effective  way  to  eliminate  a  disease,  and 
NCI  is  studying  smoking  cessation,  diet,  chemoprevention,  cancer 
vaccines,  and  the  use  of  special  hormones  to  prevent  tumors. 

The  NCI  has  assisted  in  evaluating  potential  environmental  is- 
sues such  as  those  related  to  nuclear  powerplant  facilities. 

The  NCI  also  has  an  important  mission  in  AIDS  research,  and  | 
works  closely  with  other  Federal  agencies.  While  not  the  lead  agen-  j 
cy  at  the  National  Institutes  of  Health,  the  NCI  is  proud  of  its  sup- 
porting role.  NCI  scientists  have  made  vital  contributions  in  areas  ; 
such  as  basic  biomedical  research  on  the  pathogenesis  and  natural 
history  of  the  Human  Immunodeficiency  Virus  [HIV].  We  have 
drug  development  programs  and  vaccine  development  programs. 
The  NCI  intramural  program  is  a  leader  in  developing  new  thera- 
pies for  children  with  AIDS  and  pediatric  research  in  AIDS  is  an 
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important  priority  of  the  institute.  As  people  with  AIDS  are  surviv- 
ing longer,  the  incidence  of  AIDS  related  cancers  is  increasing,  and 
NCI  is  working  to  meet  this  challenge. 

PREPARED  STATEMENT 

One  measure  of  the  success  of  the  National  Cancer  Act  is  that 
there  are  over  6  million  survivors  in  the  United  States,  people  who 
have  had  cancer  and  who  have  survived.  We  have  accrued  a  new 
'  understanding  of  the  basic  biology  of  cancer  which  in  turn  is  point- 
ing to  effective  prevention,  diagnosis,  and  treatment.  We  must  con- 
tinue our  progress,  and  the  NCl  stands  to  fulfill  that  goal. 

Mr.  Chairman,  the  1992  budget  request  for  the  Institute  totals 
$1,810,230,000. 

I  would  be  very  pleased  to  answer  any  questions. 

[The  statement  follows:] 
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STATEMENT  OF  DR.  SAMUEL  BRODER 

This  year,  the  twentieth  since  the  National  Cancer  Act  was  passed,  has 
been  marked  by  high  scientific  achievement  for  the  National  Cancer  Program. 
Research  on  gene  therapies  is  progressing,  resulting  in  new  ways  of 
intervening  against  cancer.     Studies  assessing  the  cancer  risk  posed  by 
nuclear  facilities  have  been  conducted.     New  drugs  to  treat  cancer  patients 
have  been  developed  and  new  prevention  strategies  using  vitamin  derivatives 
have  proven  effective.     A  high  level  of  sophistication  in  recombinant  DNA 
technology  has  been  achieved  and  much  of  the  biotechnology  industry  in  the 
United  States  has  emerged  from  basic  science  Investigations  in  these  areas. 
One  measure  of  the  success  of  the  National  Cancer  Act  is  that  there  are  over 
six  million  cancer  survivors  in  the  United  States  today.     Despite  these  and 
many  other  successes,  the  priority  placed  on  cdncer  research  by  the  National 
Cancer  Act  is  as  needed  today  as  it  was  in  1971  when  the  National  Cancer 
Program  was  founded.     There  will  be  over  a  million  new  cases  of  cancer  and  a 
half  million  people  will  die  of  cancer  in  the  United  States  this  year.  Many 
Americans  who  could  benefit  from  the  findings  of  this  research  do  not 
currently  have  access  to  state-of-the-art  prevention,  early  diagnosis  and 
treatment. 

The  National  Cancer  Institute  also  has  an  important  role  in  AIDS  research 
and  works  closely  with  the  National  Institute  of  Allergy  and  Infectious 
Diseases  and  other  Federal  agencies.     NCI  scientists  have  made  vital 
contributions  using  basic  biomedical  research  to  study  the  pathogenesis  and 
natural  history  of  Human  Immunodeficiency  Virus  (HIV)  Infection,  AIDS  drug 
development,  and  vaccine  development.    The  NCI  intramural  program  is  one  of 
the  most  Important  centers  in  the  world  for  developing  new  therapies  for 
children  with  AIDS.    A  new  challenge  is  now  on  the  horizon:     as  people  with 
AIDS  are  surviving  longer,  the  incidence  of  AIDS -related  cancers  is 
increasing,  and  NCI  is  working  to  meet  this  challenge. 

Cancer  is  the  second  leading  cause  of  death  among  women  in  the  United 
States,  with  more  than  150,000  women  expected  to  die  of  lung,  breast,  and 
colon  cancers  and  cancers  of  the  reproductive  tract  in  1991.  Women 
participate  in  every  phase  of  NCI  research  and  NCI  strives  for  proportional 
representation  of  women  in  all  clinical  trials.     Research  on  cancers  that 
affect  the  survival  of  women  is  an  exceedingly  high  NCI  priority. 

Major  progress  has  been  made  in  reducing  deaths  from  childhood  cancers- -a 
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reduction  of  36  percent  between  1973  and  1987.     Almost  two- thirds  of  children 
with  cancer  now  survive  to  the  5 -year  "cure"  point.     There  also  has  been 
important  progress  in  preventing  or  treating  many  common  cancers  in  adults  as 
well,  particularly  in  people  under  age  65  where,  for  Instance,  the  death  rate 
for  colorectal  cancer  has  fallen  by  approximately  15  percent  in  the  last  20 
years.     The  death  rate  for  ovarian  cancer  has  fallen  by  approximately  25 
percent,  about  the  same  for  stomach  cancer,  by  30  percent  for  bladder  cancer, 
and  by  nearly  40  percent  for  cancer  of  the  cervix. 

There  has  been  less  progress  in  reducing  the  death  rate  from  the  common 
solid  tumors  in  patients  aged  65  and  over.     There  are  disproportionate  rates 
of  cancer  mortality  in  some  minority  groups  as  well  as  in  poor  and  underserved 
groups.     Ironically,  as  technology  for  prevention,  diagnosis  and  treatment 
improves,  the  groups  without  access  to  the  technology  appear  to  suffer  even 
more.     In  recognition'  of  this,  NCI  has  begun  and  will  continue  in  1992  to 
develop  new  research  and  outreach  programs  to  reach  women,  minority  group 
members,  older  individuals  and  other  underserved  groups. 

The  NCI  cancer  centers  provide  a  resource  within  their  geographic  area 
for  Interdisciplinary  cancer  research  and  for  state-of-the-art  diagnosis, 
treatment,  rehabilitation,  prevention  and  control  of  cancer.     In  1992,  the 
comprehensive  cancer  centers  will  continue  to  emphasize  community  service  and 
outreach  activities.     In  addition,  the  centers  are  emerging  as  a  potent 
national  resource  for  study  of  and  state-of-the-art  treatment  for  the  rapidly 
Increasing  number  of  AIDS-related  cancers  as  well, 

NCI's  ability  to  transfer  technology  effectively  rests  on  programs  such 
as  the  cancer  centers,   the  Clinical  Cooperative  Groups  and  the  Community 
Clinical  Oncology  Program  (CCOP) .     The  CCOP  is  a  network  of  community  cancer 
specialists,  primary  care  physicians,  and  other  health  care  professionals  who 
conduct  both  clinical  treatment  research  and  cancer  prevention  and  control 
research  studies  in  the  areas  of  early  detection  and  screening, 
chemoprevention,  smoking,  patient  management,  continuing  care,  and 
rehabilitation.     The  current  program  involves  over  300  hospitals  and  2,100 
physicians.     Approximately  5,000  patients  per  year  are  entered  onto  treatment 
clinical  trials  through  the  CCOP  alone,  which  represents  about  one -third  of 
the  annual  Phase  III  accrual  to  NCI-approved  randomized  clinical  trials. 

New  treatments  continue  to  be  developed.  NCI  scientists  and  colleagues 
from  the  National  Heart,  Lung  and  Blood  Institute  have  conducted  a  number  of 
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gene  treatment  studies.     Last  year,  gene  transfer  research  succiessfully  traced 
the  activity  of  relnfused  genes.     Last  September,  a  related  study  Introduced 
gene  therapy  for  an  extremely  rare,   Inherited  Immune  system  disorder  caused  by 
the  absence  of  the  enzyme  adenosine  deaminase  (ADA).     The  first  patient,  a  4- 
year  old  girl,  has  received  monthly  transfusions  of  gene-corrected  white  blood 
cells,  and  preliminary  results  suggest  that  her  Immune  function  has  Improved. 
We  are  now  at  the  polht  of  inserting  genes  for  specific  tumor- fighting 
substances  such  as  tumor  necrosis  factor  into  patients'  genes.     The  first  two 
patients  were  treated  on  January  29,  1991. 

NCI-supported  scientists  are  continuing  to  unravel  the  genetic  mysteries 
of  the  cancer  cell  and  as  a  result,  important  new  theories  of  how  cancer 
evolves  from  the  normal  cell  are  emerging.     About  10  years  ago  it  was 
discovered  that  a  gene,  located  at  the  13ql4  position  (on  chromosome  13),  was 
missing  in  familial  retinoblastoma,  a  rare  childhood  cancer  of  the  eye.  The 
protein  produced  by  the  gene  at  13ql4  is  called  RB.     The  normal  RB  gene 
appears  to  play  a  role  in  the  suppression  of  cancer.     Abnormalities  in  the  RB 
gene  and  the  RB  protein  have  been  found  in  acute  lymphocytic  leukemia, 
osteosarcomas  and  in  many  of  the  common  "adult"  tumors  such  as  lung  and 
breast.     Abnormalities  in  another  suppressor  gene,  p53,  have  been  detected  in 
colorectal  cancer  and  other  common  malignancies,  Including  lung  and  breast 
cancers. 

The  Ll-Fraumeni  syndrome  is  characterized  by  multiple  tumors  and  is 
inherited  within  families.     NCI-supported  scientists  have  recently  pinpointed 
an  Inherited  mutation  of  p53  as  the  responsible  factor  for  these  multiple 
tumors.     Finding  this  critical  gene  may  allow  counseling  of  individuals  with 
this  Inherited  syndrome,  and  increase  the  understanding  of  the  mechanisms  that 
result  in  the  transformation  of  a  normal  cell  into  a  malignant  cell. 

NCI  has  an  active  drug  development  program  for  cancer  and  AIDS.  NCI's 
high  capacity  drug  screen  examines  synthetic  compounds  and  natural  products 
for  activities  against  many  human  tumor  cell  lines  and  retroviruses  such  as 
HIV.     A  large  number  of  the  cancer  drugs  available  today  have  been  developed 
through  the  support  of  the  National  Cancer  Program.     Currently,  there  is  great 
interest  in  the  compound  taxol  as  it  can  kill  ovarian  and  breast  cancer  cells. 
Unfortunately,  taxol  is  extracted  from  the  bark  of  yew  trees  and  stripping  the 
bark  kills  the  tree.    However,  so  that  clinical  tests  can  go  forward,  NCI  is 
making  production  of  taxol  from  alternative  renewable  sources  a  priority.  The 
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development  of  taxol  and  clinical  investigations  of  taxol  in  combination  with 
other  drugs  will  continue  in  1992. 

Prevention  is  the  most  effective  way  to  eliminate  a  disease.     Studies  in 
chemoprevention  point  the  way  to  the  day  when  people  at  high  risk  for  cancer 
or  those  with  premalignant  conditions  will  be  protected  from  getting  cancer  by 
adding  a  vitamin  supplement,  a  micronutrient  or  other  chemopreventive  agent  to 
their  diets.     Recently,  findings  from  chemoprevention  studies  have  shown  that 
vitamin  A-related  compounds  can  prevent  oral  cancers  and  second  primary  head 
and  neck  tumors. 

A  new  prevention  clinical  trial  will  employ  tamoxifen,  an  anti-estrogen 
agent,  as  a  breast  cancer  prevention  agent.    Tamoxifen  has  the  potential  to 
reduce  the  incidence  of  breast  cancer  by  some  30  to  50  percent  among 
postmenopausal  women. 

NCI  is  planning  a  two  to  three  year  study  to  determine  the  feasibility  of 
conducting  a  full  randomized  dietary  intervention  trial  to  assess  the  impact 
of  a  low  fat  diet  on  the  prevention  of  cancer  and  cardiovascular  disease  among 
women.    A  broad  cross-section  of  women  will  be  recruited  to  the  feasibility 
trial  with  special  attention  to  women  from  poor  and  underserved  minority 
groups  whose  cancer  mortality  statistics  are  particularly  high. 

Tobacco  use  remains  the  single  most  deadly  contributor  to  cancer 
mortality  rates.     NCI  supports  several  large-scale  smoking  cessation  studies: 
the  Community  Inteirvention  Trial  for  Smoking  Cessation  (COMMIT)  and  the 
American  Stop  Smoking  Intervention  Study  (ASSIST). 

There  is  an  intense  effort  to  develop  vaccines  and  vaccine -like 
approaches  to  the  prevention  of  cancer.    Vaccination  is  a  classical  tool  to 
prevent  diseases  caused  by  a  virus,  and  since  a  number  of  cancers  are  linked 
to  a  virus,  vaccination  is  a  promising  strategy.     For  instance,  Epstein-Barr 
virus  and  related  viruses  are  detected  in  Burkitt's  and  other  B  cell 
lymphomas,  oral  hairy  leukoplakia,  nasopharyngeal  carcinoma,  and  AIDS -related 
lymphomas.     Vaccination  is  already  preventing  infection  by  the  hepatitis  B 
virus,  a  risk  factor  for  the  development  of  liver  cancer.     NCI -supported 
researchers  have  reported  significant  regressions  of  non-virus- caused 
malignant  melanoma  tumors  using  a  vaccine- like  approach  to  increase  the 
patient's  immune  response. 

NCI  has  pioneered  the  rapid  communication  about  advances  in  clinical 
research.     NCI  disseminates  important  new  clinical  research  results  via 


746 

professional  Journals,  PDQ,  clinical  announcements,  press  conferences,  and 
consensus  development  conferences .     The  latest  information  about  cancer 
treatment  and  clinical  trials  is  available  via  the  NCI's  Cancer  Information 
Service.     Over  500,000  patients,  families  and  doctors  received  information  via 
the  CIS  toll-free  1-800-4 -CANCER  telephone  number.    NCI  also  reaches  the 
public  in  novel  ways,  for  instance,  adding  cancer  education  messages  to  rental 
videos  of  popular  films.     Last  year,  to  extend  information  services  abroad, 
NCI  installed  a  state-of-the-art  system  using  a  compact  disk  technology  (CD- 
ROM)  product  at  demonstration  sites  in  three  cancer  research  Institutes  in 
Eastern  Europe.     In  1992,  an  additional  15  systems  will  be  installed  in 
developing  countries.    A  number  of  NCI  publications  also  are  being  provided 
free  of  charge  to  key  medical  libraries  and  academic  institutions  in  Poland, 
Hungary,  and  the  Soviet  Union. 

In  conclusion,  we  have  accrued  understanding  of  the  basic  biology  of 
cancer,  which  in  turn  is  pointing  to  effective  prevention,  diagnostic  and 
treatment  strategies.    We  must  continue  our  progress  and  NCI  stands  ready  to 
fulfill  that  goal. 

Mr.  Chairman,  the  FY  1992  budget  request  for  the  National  Cancer 
Institute  is  $1,810,230,000.     I  will  be  happy  to  answer  any  questions. 
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GENE  THERAPY 

Senator  Harkin.  Thank  you  very  much,  Dr.  Broder. 
The  first  thing  that  caught  my  attention  was  the  gene  therapy 
experiment  that  was  done  last  fall  on  a  little  girl  with  a  previously 
incurable  disease  that  shuts  down  the  immune  system.  I  was  going 
to  ask  you  about  that,  but  you  tell  me  that  at  this  point  it  looks 
as  though  it  has  been  successful. 

Dr.  Broder.  This  is  an  important  collaboration  between  the  Can- 
cer Institute  and  my  distinguished  colleague's  Institute,  Dr. 
j    Lenfant,  the  Heart,  Lung,  and  Blood  Institute.  It  represents  the 
I     work  of  Dr.  French  Anderson,  Dr.  Michael  Blaese,  Dr.  Steve  Rosen- 
berg, with  active  participation  of  a  very  important  scientist  from 
your  State,  sir,  Dr.  Culver. 
!       We  feel  that  while  this  is  preliminary  and  should  not  be  taken 
to  mean  that  we  now  have  a  standard,  conventional  treatment  for 
this  unusual  immunodeficiency,  our  scientists  are  convinced  that 
there  has  been,  in  fact,  a  real  improvement  in  this  child's  immune 
function,  and  at  least  from  an  experimental  point  of  view,  we  con- 
I    sider  this  aspect  of  the  experiment  to  have  made  successful 
I    progress.  We  are  not  ready  to  say  we  now  have  conventional  cura- 
|i    tive  therapy  for  this  unusual  form  of  a  disease,  and  we  should  use 
some  caution  as  to  how  to  extrapolate  these  findings. 
Senator  Harkin.  Has  her  immune  system  returned  to  normal? 
I       Dr.  Broder.  It  has  not  returned  to  normal,  but  we  do  have  evi- 
dence of  an  improvement  in  what  are  called  lymphocyte  functions 
and  her  ability  to  recognize  foreign  substances,  so-called  antigens, 
that  might  be  thought  of  as  invaders  of  her  body.  She  is  mating 
a  response  to  certain  types  of  antigens  that  she  would  not  normally 
have  made. 
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Senator  Harkin.  How  much  longer  will  she  be  undergoing  this 
therapy? 

Dr.  Broder.  Well,  this  is  viewed  as  a  case-by-case  thing.  We  do 
not  have  any  background.  There  is  no  textbook  we  can  look  at.  This 
is  the  first  patient  on  Earth  who  has  received  this  particular  ap- 
proach. And  to  be  candid  with  you,  I  would  have  to  say  that  from 
our  point  of  view  we  are  learning  as  we  go  alone,  I  do  not  think 
it  would  be  appropriate  for  me  to  tell  you  mat  we  know  the  precise 
schedule.  But  if  she  continues  to  be  successfully  treated,  we  will 
certainly  continue  the  procedures  as  long  as  we  think  she  is  bene- 
fiting from  them.  But  this  is  a  first  case,  and  it  is  very  difficult  to 
make  an  extrapolation. 

A  second  child  has  been  treated  and  it  is  too  early  for  us  to  say 
at  this  point  whether  there  is  progress  or  not. 

Senator  Harkin.  The  same  immunodeficiency? 

Dr.  Broder.  The  same  immunodeficiency. 

And  two  patients  with  cancer,  as  I  mentioned,  have  been  treated 
using  related  technology,  but  for  a  different  purpose.  Again,  in  that 
setting,  it  is  too  soon  lor  us  to  say  whether  this  approach  is  adding 
to  the  overall  benefit  of  the  patient. 

But  it  is  no  longer  possible  to  say  we  will  at  some  future  time 
enter  into  the  world  of  gene  therapy  for  this  purpose.  We  have  al- 
ready entered  that  world. 

UNCONVENTIONAL  TREATMENTS 

Senator  Harkin.  I  do  not  know  if  you  want  to  add  anything  to 
what  Dr.  Raub  had  said  earlier  in  my  question  about  the 
nonconventional  things.  You  met  also  with  Con^essman  Bedell. 

Dr.  Broder.  Sir,  I  would  like  to  say  that  I  think  it  is  very  impor- 
tant for  a  variety  of  reasons  for  the  National  Cancer  Institute  to 
remain  open  to  new  ideas  and  to  create  a  specific  bond  of  trust 
with  the  public  that  it  is  open  to  new  ideas  and  that  all  ideas  com- 
pete on  a  level  playing  field. 

In  that  context,  perhaps  I  could  say  that  we  have  responded  to 
an  Office  of  Technology  Assessment  report  that  you  touched  on.  We 
have  made  certain  suggestions  for  increasing  lines  of  commimica- 
tion,  and  we  have  an  internal  program  in  our  organization — ^a  can- 
cer therapy  evaluation  program  tnat  is  receptive  to  hearing  new 
ideas  and  that  will  pursue  new  ideas. 

I  would  say  that  on  three  occasions  in  my  recent  memory  we 
have  followed  up  on  what  are  called  unconventional  ideas.  For  ex- 
ample, laetrile  was  an  unconventional  idea,  and  we  actually  did  an 
NCI  funded  clinical  trial  with  laetrile.  There  was  a  great  deal  of 
controversy  over  a  drug  called  hydrazine,  and  we,  in  fact,  are  doing 
a  study  with  hydrazine  to  answer  some  questions.  And  we  will  ask 
our  scientists  to  participate.  NCI  funding  instruments  will  help  do 
those  studies. 

And  finally,  there  was  a  randomized  study,  an  appropriate  con- 
trol study,  using  vitamin  C  which  was  quite  controversial  at  the 
time.  I  would  say  the  latter,  the  vitamin  C  study,  has  considerable 
scientific  implications,  and,  in  fact,  we  are  integrating  vitamin  C 
and  related  vitamins,  small  micronutrients,  in  a  chemoprevention 

f urogram  both  in  the  United  States  and  abroad.  We  have  a  very 
arge  scale  program  in  the  United  States  and  in  China,  and  we  feel 
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that  it  is  quite  likely  that  some  aspects  of  vitamin  C  or  ascorbic 
acid  and  other  related  vitamins  are  likely  to  have  biologically  im- 
portant activities  in  the  world  of  chemoprevention,  that  is,  prevent- 
ing cancer  before  it  occurs.  We  do  not  have  all  the  data  on  that 
point. 

But  the  reason  for  me  to  give  you  this  background  is  to  signal 
you  our  understanding  of  your  concerns.  We  know  where  you  are 
coming  from.  We  understand  your  concerns,  and  we  try  to  remain 
open  to  new  ideas.  I  would  say  that  every  major  advance  in  cancer 
that  we  accept  as  conventional  treatment  today  at  one  time  was 
somebody's  outl3dng  idea,  was  some  crazy  person's  idea,  imtil  it 
was  accepted  in  the  mainstream.  And  so,  that  would  be  true  for 
chemotherapy,  radiation  therapy,  and  so  on.  These  were  all  outside 
the  mainstream.  They  were  unconventional  in  their  era. 

VITAMINS  AND  CHEMOPREVENTION 

Senator  Harkin.  I  appreciate  that  very  much.  Dr.  Broder.  I  just 
jotted  down  that  when  you  mentioned  prevention,  you  said  that  vi- 
tamin derivatives  have  some  indication  of  being  a  preventative 
measure.  You  just  said  that  again. 

Dr.  Broder.  That  is  correct. 

Senator  Harkin.  You  have  some  ongoing  studies. 

Dr.  Broder.  Yes,  sir.  We  have  a  very  strong  commitment  to  what 
is  called  chemoprevention,  and  that  means  using  micronutrients, 
sometimes  vitamins,  sometimes  natural  substances,  sometimes  cer- 
tain hormones  that  are  related  to  hormones  in  the  body  not  nec- 
essarily for  the  purpose  of  treating  cancer,  but  to  prevent  cancer. 

It  is  my  personal  view  that  prevention  should  be  our  highest  pri- 
ority. Prevention  of  a  disease  is  always  better  and  more  cost-effec- 
tive than  attempting  to  treat  a  disease  once  it  has  occurred.  An 
ounce  of  prevention  in  today's  dollars  is  probably  worth  a  kilogram 
of  cure. 

And  I  feel  that  we  have  made  progress  in  this  area.  We  have  cer- 
tain vitamin  A  derivatives,  which  are  included  in  the  broad  family 
of  retinoids  and  substances  such  as  beta  carotene.  These  are  relat- 
ed to  the  vitamins  that  one  might  have  in  the  body.  They  definitely 
have  been  shown  to  be  active — this  is  not  speculative,  they  have 
been  shown  to  prevent  certain  types  of  cancers.  For  example,  we 
have  some  progress  in  preventing  the  development  of  second  head 
and  neck  cancers  in  individuals  who  are  at  risk  because  they  al- 
ready have  a  first  cancer  of  the  head  and  neck.  And  we  have  been 
able  to  show  that  in  some  cases  you  can  prevent  a  second  disease. 

The  whole  area  of  chemoprevention  is  very  exciting  because  there 
is  an  economy  of  scale  involved.  Almost  anything  that  we  could  tra- 
ditionally talk  about  that  benefits  cancer  prevention—almost  any- 
thing— would  seriously  augment  our  ability  to  prevent  heart  dis- 
ease and  other  things,  and  so  there  is  an  economy  of  purpose  here. 
I  haven't  discussed  this  specifically  with  Dr.  Lenfant,  but  my  in- 
stinct is  that  he  would  support  that. 

women's  health:  dietary  fat  and  cancer 

Senator  Harkin.  Last,  speaking  about  prevention  and  throwing 
in  a  little  controversy  here,  obviously  you  know  I  am  very  strong 
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in  looking  at  prevention  because  I  agree  with  you  totally  on  looking 
at  prevention  as  being  more  cost-effective  and  a  better  way  to  ap- 
proach it 

Let  me  ask  you  about  the  diet  fit  study.  I  understand  that  the 
question  of  whether  or  not  we  should  proceed  with  this  has  become 
controversial.  I  have  to  tell  you  I  don  t  understand  completely  the 
controversy,  but  I  know  I  am  getting  mail  on  it  and  I  am 
getting-  

Dr.  BRODER.  That  comes  as  a  complete  surprise  to  me.  [Laugh- 
ter.] 

Senator  Harkin.  I  want  to  know  what  you  think  about  this. 
Should  we  proceed?  What  are  the  key  points  in  this  debate?  Why 
has  it  become  so  controversial? 

Dr.  Broder.  The  key  points  in  this  debate  are  because  a  number 
of  scientists  and  lay  people  of  high  intellect  and  goodwill  are  look-  j 
ing  at  the  same  set  of  facts  and  coming  to  opposing  conclusions. 
This  is  clearly  one  area  where  a  number  of  people  of  extremely  i 
learned  experience  are  looking  at  the  same  set  of  facts  and  are 
coming  to  opposing  conclusions.  If  I  could  summarize  in  brief  some 
of  them,  and  I  would  be  happy  to  follow  up  for  the  record  with 
more  details. 

[The  information  follows:] 
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LARGE  SCALE  STUDIES  OF  LOW- FAT  DIETARY  CHANGE  ON  CANCER 

An  initiative  to  test  whether  a  change  in  diet  could  reduce 
breast  cancer  incidence  was  proposed  by  the  National  Cancer 
Institute's  Division  of  Cancer  Prevention  and  Control  (DCPC)  in,, 
1984,     This  proposal  was  based  in  part  on  evidence  accumulated 
during  the  1970' s  suggesting  that  diet  was  strongly  implicated  in 
certain  cancers.     In  1981,  a  widely  referenced  study  evaluating 
the  causes  of  cancer  mortality  hypothesized  that  from  10  to  70 
percent  of  cancer  deaths  could  be  attributed  to  diet,  with  a  "best 
estimate"  of  35  percent.     Not  all  scientists  accept  this  estimate, 
but  if  accurate ,  it  is  roughly  the  same  as  the  percentage  of 
deaths  due  to  tobacco.     Shortly  after  publication  of  the  study, 
the  National  Research  Council  produced  an  NCI -sponsored  report 
summarizing  the  growing  evidence  of  a  relationship  between  diet 
and  cancer. 

During  this  period,  NCI  had  increased  its  emphasis  in  cancer 
prevention  with  a  particular  focus  on  understanding  the  role  of 
diet  in  cancer  and  identifying  ways  to  reduce  cancer  incidence. 
It  is  worth  stressing,  however,  that  while  many  scientists  believe 
that  diet  plays  a  role  in  cancer,  there  are  uncertainties  about 
the  precise  role  of  total  calories,  fiber,  and  other  dietary 
factors.     In  addition,  there  also  are  divergent  views  among 
respected  scientists  about  the  best  research  approaches  to  address 
these  uncertainties. 

The  accumulation  of  evidence  regarding  fat  and  cancer,  and 
other  evidence  regarding  the  potentially  protective  effects  of 
increased  dietary  fiber,  led  NCI  to  establish  interim  dietary 
guidelines  suggesting  that  Americans  consume  no  more  than  30 
percent  of  their  calories  from  fat  and  that  they  Increase  their 
dietary  fiber  from  approximately  10  grams  per  day  to  between  20  to 
30  grams  per  day.     These  guidelines  were  prudent  actions  based  on 
laboratory,  animal,  and  epidemiologic  studies.     Recently  the 
Department  of  Agriculture  and  the  Department  of  Health  and  Human 
Services  (DHHS)  published  dietary  guidelines  carrying  the  same 
recommendations,  and  for  the  first  time,  the  DHHS  is  now 
suggesting  the  30  percent  figure  (for  daily  fat  intake)  in  its 
publications . 

Evaluating  the  impact  of  dietary  change  on  cancer  requires  a 
large  number  of  subjects  (an  estimated  20,000  to  30,000  subjects) 
and  high  cost  --  some  estimates  have  ranged  up  to  $150  million 
over  a  ten-year  period.     The  proof  that  dietary  change  effects 
lower  cancer  rates  as  well  as  lower  cardiovascular  disease  rates 
is  extremely  important  to  the  Nation's  health.     NCI's  initiatives 
have  included  a  feasibility  study  of  a  large-scale  dietary* 
intervention  to  test  the  impact  of  low- fat  diet  on  breast  cancer, 
an  investigator- initiated  grant  proposal  (termed  DIET- FIT  by  the 
investigators)  submitted  in  1988,  but  not  funded,  and  the  newly 
approved  (1990)  contract-based  Women's  Health  Trial  Feasibility 
Study.    A  number  of  issues  have  been  raised  by  both  the  scientific 
community  and  the  public  about  the  feasibility  of  such  studies  and 
their  costs.    A  chronology  of  these  efforts  follows. 
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It  is  important  to  note  that  all  of  these  studies  have 
undergone  several  levels  of  review  by  National  Cancer  Institute 
advisory  and  review  committees. 

It  will  be  helpful  to  introduce  the  chronology  of  the  diet  and 
cancer  intervention  studies  with  a  review  of  the  advisory 
committee  structure  of  the  National  Cancer  Institute.  This 
structure  provides  critical  guidance  on  program  initiatives  and 
the  assessment  of  progress. 

The  advisory  committee  structure  consists  of  the  National 
Cancer  Advisory  Board  (NCAB) ,  four  Boards  of  Scientific  Counselors 
(BSCs)  --  one  board  for  each  of  the  four  research  divisions  of  the 
NCI  --  and  the  President's  Cancer  Panel.     The  men  and  women  of  the 
NCAB  are  appointed  by  the  President  and  serve  for  six-year  terms. 
The  NCAB  includes  scientists  from  the  broad  spectrum  of 
disciplines  involved  in  cancer  research  as  well  as  lay  members  who 
know  and  deeply  care  about  cancer  research  and  its  application. 
The  immediate  past  Board  Chair  was  Dr.  David  Korn,  Vice  President 
for  Medical  Affairs  and  Dean  of  the  Medical  School,  Stanford 
University.     The  NCAB  advises  the  NCI  Director  on  Institute 
priorities  and  resource  allocation.     In  addition,  according  to 
statute,  no  grant  may  be  funded  without  the  approval  of  the  NCAB. 
Approval  of  the  NCAB  does  not  automatically  mean  that  a  grant  will 
be  funded  --  only  that  it  can  be  funded. 

The  Boards  of  Scientific  Counselors  advise  the  specific  NCI 
research  divisions  on  their  programs.     They  review  all  grant  and 
contract  solicitations,  provide  advice  on  the  reports  of  site 
visits  to  the  intramural  programs,  and  make  recommendations  about 
the  overall  functions  of  the  relevant  division.     The  President's 
Cancer  Panel  consists  of  three  members  who  are  appointed  by,  and 
report  directly  to,  the  President  and  advise  on  the  progress  of, 
and  issues  related  to,   the  National  Cancer  Program.     Members  of 
the  Panel  serve  for  two-year  terms  and  may  be  re -appointed  at  the 
pleasure  of  the  President.     The  President's  Cancer  Panel  was 
chaired  by  Dr.  Armand  Hammer  from  1982  until  his  death  in  December 
1990. 

'     Women's  Health  Trial:     1984  Feasibility  Study 

The  chronology  begins  in  1984  with  a  proposal  by  NCI's 
Division  of  Cancer  Prevention  and  Control  (DCPC)  to  test  the 
feasibility  of  a  large-scale  dietary  intervention  trial  to 
determine  whether  a  low- fat  diet  could  reduce  breast  cancer 
incidence.     The  proposal,   termed  the  Women's  Health  Trial,  was 
based,   in  part,  on  evidence  accumulated  during  the  1970s 
suggesting  that  diet  was  strongly  implicated  in  certain  cancers. 
Reports  released  in  the  early  1980s  from  a  number  of  distinguished 
scientists  and  scientific  bodies  reinforced  these  hypotheses.  The 
proposal  to  test  the  feasibility  of  a  large-scale  dietary 
intervention  study  was  presented  to  the  DCPC  Board  of  Scientific 
Counselors  (BSC)  who  approved  the  study.     The  study  was  designed 
as  a  cooperative  agreement  and  involved  three  clinical  centers. 
There  were  303  women  who  participated  in  the  study. 
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In  1987,  study  results  were  reviewed  and  found  to  be 
positive,  to  the  extent  that  highly  motivated  women  were  able  to 
adopt  and  maintain  a  low- fat  diet  with  predicted  reductions  of 
blood  levels  of  cholesterol  and  the  intake  of  calories.  On 
February  1,  1988,  after  much  discussion  of  the  feasibility  of  the 
study,  coupled  with  a  review  of  the  scientific  results  to  date  in 
support  of  the  diet  and  cancer  hypothesis,  the  Division  of  Cancer 
Prevention  and  Control  Board  of  Scientific  Counselors  recommended 
that  the  trial  not  move  forward  into  full-scale  implementation 
until  more  evidence  of  the  relationship  between  fat  and  breast 
cancer  was  obtained.     NCI  accepted  the  recommendation  of  this  BSC 
and  did  not  move  forward  with  the  study,  but  did  continue  with  its 
ongoing,  broad  program  of  cancer  prevention  research.     The  issues 
raised  by  the  BSC,  plus  the  fact  that  the  study  had  not  addressed 
methods  for  dietary  change  among  minority,  educationally 
disadvantaged  and  poor  women,  mirrored  issues  to  be  raised  in 
future  debates . 

Investigator- Initiated  Proposal:  DIET-FIT 

About  a  year  later,  an  investigator- initiated  research  grant 
proposal  was  received  (DIET- FIT)  and  evaluated  through  the  NIH 
peer  review  process.     The  objective  of  this  grant  proposal  was  to 
conduct  a  low- fat  dietary  intervention  study  to  test  the  effect  of 
this  diet  on  breast  cancer,  colorectal  cancer,  cardiovascular 
disease,  and  on  all  causes  of  mortality  combined.     As  noted  above, 
in  order  to  fund  this  study  under  a  grant,  NCAB  approval  was 
required.     During  the  period  of  the  feasibility  study  the  NCAB  had 
been  made  aware  of  the  Institute's  steps  toward  the  large-scale 
study  due  to  its  public  health  importance,  the  importance  to  the 
science  of  cancer  prevention,  and  the  expected  scale  and  cost  of 
the  study.     Estimates  of  the  total  cost  ranged  from  $100-150 
million,  depending  on  the  specific  design  of  the  trial  which 
called  for  some  20,000-30,000  women  to  be  enrolled.     The  cost  of 
the  investigator- initiated  proposal  was  somewhat  less,  but  still 

j    on  the  order  of  a  total  cost  of  $100  million  involving  24,000 

I  subjects. 

The  result  of  the  NCAB  deliberations  was  to  not  concur  with 
the  recommendation  of  the  initial  review  group  to  approve  the 
j    grant  for  reasons  that  were  not  based  on  the  grant  proposal's 
I    scientific  merit.     In  a  letter  from  Dr.  Korn  to  the  National 
Cancer  Institute,  Dr.  Korn  noted  that  the  Board  action  was  taken 
in  light  of  its  responsibilities  to  ensure  appropriate  use  of 
grant,  cooperative  agreement,  and  contract  funds,  and  to  assist 
NCI  in  establishing  objectives  and  priorities.     The  letter  states 
that  the  trial  could  add  to  our  knowledge  of  the  potential 
benefits  of  a  low- fat  diet,  but  the  severe  constraints  on  research 
resources,  coupled  with  the  many  scientific  opportunities 
j   available,  made  it  inappropriate  to  fund  a  study  of  such  magnitude 
from  the  investigator- initiated  research  grant  pool. 
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Workshop  on  Dietary  Intervention  Trials  Among  Women 

The  DCPC  continued  to  review  data  and  studies  related  to  the 
role  of  dietary  fat  in  cancer  and  in  the  Spring  1990  concluded 
that  the  evidence  had  reached  a  point  where  further  consideration 
should  be  given  to  a  large-scale  trial.     To  provide  guidance  on 
the  design  of  such  a  trial,  the  NCI,  in  cooperation  with  the 
National  Heart,  Lung,  and  Blood  Institute  (NHLBI) ,  convened  a 
workshop  on  July  9-10,  1990  to  consider  the  issue.     The  workshop 
recommended  that  NCI  and  NHLBI  proceed  to  design  a  low- fat  dietary 
intervention  trial  to  reduce  breast  cancer,  colorectal  cancer  and 
cardiovascular  disease. 

The  NCI,   in  collaboration  with  NHLBI,  developed  a  proposal 
for  funding  through  the  contract  mechanism  that  was  brought  to  the 
DCPC  BSC  and  approved  in  October  1990.     In  turn,  the  approved 
contract  initiative  was  presented  to  the  NCAB  at  its  request  in 
December  1990  for  its  information  and  counsel  by  Dr.  Peter 
Greenwald,  Director,  DCPC.     The  NCAB  recommended  that  prior  to 
implementing  a  full-scale  trial,  NCI  conduct  a  further  feasibility 
study  to  test  the  methods  for  dietary  change  among  poor  women  and 
women  in  minority  populations.     Indeed,  one  of  the  recommendations 
of  the  July  1990  workshop  had  been  to  include  minority  populations 
as  a  part  of  the  intervention  study.     Poor  and  minority  women  are 
among  our  worst  cancer  statistics.     The  NCAB  strongly  recommended 
that  there  be  a  well-defined  decision  point  at  which  the  results 
of  the  feasibility  study  would  be  assessed  along  with  the  state  of 
science  and  then-extant  dietary  patterns.     The  NCAB  also 
recommended  that  no  more  than  $2.5  million  per  year  for  three 
years  be  allocated  to  the  feasibility  study. 

^ '  Critical  Issues 

'    The  proposal  to  evaluate  the  impact  of  dietary  change  on 
cancer  specifically  a  low- fat  diet  has  engendered  much  debate. 
Both  sides  have  strongly  held  views,  and  it  is  clear  that 
reasonable  people  and  responsible  scientists  can  look  at  the  same 
set  of  facts  and  disagree.     Ironically,  some  who  are  against  a 
study  feel  that  the  relationship  has  already  been  proven.  They 
note  that  NCI  and  Department  of  Health  and  Human  Services  have 
already  formulated  sound  dietary  guidelines  and  that  if  followed 
by  both  the  intervention  and  control  groups  the  guidelines  would 
preclude  finding  a  significant  difference  in  cancer  rates  between 
the  two  groups.     A  corollary  of  this  view  is  that  the  resources 
committed  for  a  dietary  intervention  study  would  be  better  spent 
on  publicizing  these  dietary  guidelines  and  finding  ways  of 
achieving  their  adoption  by  those  who  would  benefit  from 
nutritional  modifications.     Others  believe  that  the  key  dietary 
causal  factor  is  total  calories,  rather  than  fat,  and  that  testing 
an  intervention  on  both  calories  and  fat  simultaneously  will  not 
give  a  clear  answer.     Some  are  concerned  about  the  type  of  fat  and 
strongly  favor  a  design  that  would  test,  for  example,  the  effect 
of  reducing  fat  derived  from  meat  versus  fat  from  dairy  foods. 
Others  are  concerned  that  the  dietary  intervention  methods  have 
not  been  properly  tested  nor  adapted  to  meet  the  needs  of  poor  and 
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minority  women  who  have  some  of  the  Nation's  worst  statistics  in 
breast  and  other  cancers,  a  point  of  particular  concern  to  NCI. 

Still  others  are  very  concerned  by  the  total  cost  of  the 
proposal  in  an  era  of  restricted  resources.     The  original  proposal 
required  a  commitment  of  $10  million  to  $15  million  per  year  for 
about  10  years .     This  funding  is  equivalent  to  about  60  to  70 
traditional  investigator- initiated  research  grants  (ROl's)  per 
year;  or  about  six  to  ten  core  grants  to  Cancer  Centers  (P30's); 
or  it  is  approximately  equivalent  to  the  funding  of  the  entire 
Community  Clinical  Oncology  Program  (CCOP) .     By  way  of  contrast, 
the  CCOP  supports  over  50  community-based  clinical  and  prevention 
and  control  research  programs,  participating  jointly  in  some  400 
research  protocols  involving  over  5,000  cancer  patients  and  6,000 
prevention  and  control  subjects. 

NCI  Position 

The  National  Cancer  Institute  has  examined  these  issues  and 
marked  the  following  conclusions.     First,  with  respect  to  the 
impact  of  following  the  nutrition  guidelines  on  the  trial,  NCI 
staff  have  formulated  the  trial  design  to  account  for  significant 
dietary  behavior  change  on  the  part  of  the  control  group,  who  will 
receive  full  information  on  diet  and  cancer.     The  relationship 
between  diet  and  cancer  is  not  completely  understood,  and  that  is 
one  of  the  main  reasons  NCI  has  considered  launching  this  trial. 
The  NCI  feels,  however,  that  following  the  dietary  guidelines  is  a 
prudent  choice  at  this  point  in  time. 

Secondly,  whether  the  potential  effect  of  a  change  in  diet  on 
cancer  might  be  due  to  the  change  in  calories  consumed  or  due  to  a 
reduced  intake  of  fat  is  an  important  scientific  question. 
However,  from  a  practical  point  of  view,  lowering  fat  in  the  diet 
reduces  both  fat  and  total  calorie  intake.     NCI  studies  implicate 
both  as  having  a  critical  role  in  mammary  tumor  development.  NCI 
believes  that  a  large-scale  study  of  such  size,  cost  and 
complexity  can  only  be  conducted  once,  and  therefore  must  be 
designed  to  maximize  the  utility  of  its  results.     A  dietary 
I    modification  that  has  both  the  greatest  potential  to  reduce  cancer 
and  is  broadly  achievable  by  the  American  population  is  the  best 
intervention  strategy.     Clearly,  there  are  many  tradeoffs  that 
need  to  be  made  in  the  design  of  such  a  study  and  there  may  be 
reasonable  people  with  differing  views  of  the  issue.     This  is  part 
of  science  and  the  core  of  the  scientific  process. 

j  Thirdly,  dietary  intervention  methods  must  be  properly  tested 

j    and  adapted  to  meet  the  economic  and  cultural  framework  of  poor 
Iji    and  minority  women,  who  suffer  the  most  from  breast  cancer.  The 

recommendations  from  the  NCAB  and  from  the  Workshop  also  stress 
I    this  point.     The  prior  feasibility  study  was  not  of  the  scale  to 
I     develop  interventions  (strategies,  techniques,  and  materials) 
I     specific  to  either  the  Hispanic  or  Black  populations.  NCI's 

studies  should  be  sensitive  to  the  cultural  diversity  of  American 
women.     A  decade  of  cancer  control  research  has  made  it  abundantly 
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clear  that  to  achieve  change,  whether  in  smoking  behavior,  cancer 
screening  behavior,  or  dietary  behavior,  it  is  essential  to 
understand  and  tailor  methods  to  the  specific  target  population. 
It  is  also  essential  that  no  major  population  subgroup  be 
disenfranchised  from  participation  in  our  studies.    A  secondary 
but  important  goal  of  any  large  scale  dietary  intervention  study 
is  to  facilitate  clinical  research  and  training  opportunities  at 
the  various  study-centers.     Therefore,  study-centers  should  be 
open  to  participation  by  health  care  professionals  from  minority 
and  underserved  communities.     It  is  also  important  that  the 
developmental  aspect  of  the  study  take  place  even  if  the  NCAB  has 
not  focused  on  the  feasibility  study  in  its  recommendation.  A 
feasibility  study  is  necessary  not  only  to  address  the  development 
of  techniques  and  materials,  but  also  to  identify  the  barriers  to 
full  participation  in  the  study  by  these  populations. 

These  studies  must  include  and  be  germane  to  those  who  suffer 
most  from  cancer.     This  is  the  rationale  for  our 
population- specif ic  emphasis,  and  the  reason  NCI  endorses  the 
feasibility  study  to  test  methods  for  including  Black  and  Hispanic 
women  in  the  dietary  intervention  study. 

The  recommendations  of  the  NCAB,  and  the  steps  being  taken  by 
NCI  permit  the  evaluation  of  intervention  methods  with  respect  to 
the  broadest  group  possible  who  should  benefit  from  the  dietary 
intervention.     In  addition,  they  enable  the  identification  of  the 
best  centers,  those  most  suited  to  compete  to  perform  this  study. 
Every  large-scale  study  includes  the  subsidiary  but  important  goal 
of  training  clinical  researchers  and  it  is  important  to  ensure 
minority  participation  in  this  opportunity.     The  NCI  is  committed 
to  designing  its  research  to  be  as  applicable  as  possible  to  the 
broadest  segment  of  the  American  people. 

Current  Status 

NCI  is  now  moving  forward  based  on  the  recommendations  of  the 
DCPC  BSC  and  the  NCAB.     Requests  for  Proposals  (RFFs)  are  being 
issued  to  identify  three  clinical  centers  and  a  coordinating 
center  to  participate  in  the  "Women's  Health  Trial:  Feasibility 
Study  in  Minority  Populations . "     One  of  the  clinical  centers  will 
have  50  percent  or  greater  representation  of  Black  American  women,  , 
one  will  have  50  percent  or  greater  representation  of  Hispanic 
women  and  one  will  be  representative  of  the  U.S.  population,  , 
including  all  minorities.     The  feasibility  study  will  enroll  2,250  | 
women  representing  all  economic  levels.     It  is  anticipated  that 
enrollment  will  begin  in  the  Summer  of  1992.     The  feasibility 
study  is  a  three-year  study  and  will  be  conducted  by  NCI  in 
collaboration  with  NHLBI .  ! 

Policy  Advisory  Committee:     A  Policy  Advisory  Committee  will  ' 
provide  oversight  of  trial  operations  and  scientific  progress. 

Members  to  be  appointed  will  consist  of  a  subcommittee  of  the  ' 
Division  of  Cancer  Prevention  and  Control's  Board  of  Scientific 

Counselors  and  outside  experts  in  clinical  trials,  biostatistics ,  S 

nutritional  science,  behavioral  science,  cardiovascular  disease  i 
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and  lipids,  medical  ethics,  and  other  appropriate  medical 
specialties.     Their  responsibilities  will  include  trial  protocol 
review,  periodic  evaluation  of  trial  progress  including 
recruitment,  compliance  to  protocols  and  making  recommendations  to 
NCI,  NHLBI  and  their  advisory  groups  as  to  whether  or  not  the 
trial  should  proceed  as  planned. 

Decision  Point:     A  decision  to  undertake  a  full-scale  trial 
shall  await  the  results  of  the  feasibility  study  and  review  by  the 
National  Cancer  Institute,  National  Heart,  Lung  and  Blood 
Institute  and  their  advisory  boards.     If  the  feasibility  study  is 
successful,  as  judged  by  successful  recruitment  and  dietary 
adherence,  and  a  decision  is  made  to  implement  a  full-scale  trial, 
women  participating  in  the  feasibility  study  would  continue  as 
part  of  the  full-scale  trial.     The  primary  objectives  of  the 
full-scale  trial  are  to  determine  whether  a  low- fat  dietary 
pattern  can  reduce  1)  breast  cancer  incidence,   2)  combined  breast 
cancer  and  colorectal  cancer  incidence,   3)  fatal  and  non- fatal 
coronary  heart  disease  incidence,  and  4)  total  mortality.  The 
full-scale  trial  would  enroll  24,000  women  at  12  Clinical  Centers 
with  60  percent  randomized  to  the  control  group  and  40  percent  to 
the  intervention  group.     Women  enrolled  in  the  full-scale  trial 
would  be  followed  for  a  minimum  of  13  years  and  a  maximxim  of  15 
years . 

DIETARY  STUDY  ISSUES 

Dr.  Broder.  In  brief,  there  are  essentially  two  or  three  camps 
that  have  strong  feelings  on  this  point  of  view. 

The  diet  fit  study  that  you  are  discussing  is  a  prospective  ran- 
domized trial  to  test  whether  a  reduction  in  fat  would  have  signifi- 
cant benefits  to  women  in  terms  of  cancer  reduction  and  reduction 
of  heart  disease  and  vascular  disorders. 

In  brief,  there  is  a  school  of  scientists  and  laypeople  who  feel  that 
the  answer  is  known  that  a  reduction  in  fat  with  the  evidence  at 
hand  is  something  that  we  should  already  be  adopting,  and  this 
school  of  thought  feels  there  is  a  strong  aata  base  for  asking  for 
a  reduction  so  that  individuals  consume  no  more  than  30  percent 
of  their  calories  as  fat,  and,  therefore,  there  is  no  need  to  study  this 
issue.  The  answer  is  known.  And  this  group,  therefore,  is  not  in 
favor  of  this  study  because  they  feel  we  should  simply  be  using  our 
educational  resources  and  our  informational  resources  and  so  on  to 
address  this  point. 

There  is  another  group  which  feels  that  the  answer  is  not  known, 
but  the  particular  protocols  that  have  been  suggested  are  not  going 
to  give  an  answer. 

.  There  is  sentiment  in  some  quarters  of  our  scientific  commimity 
that  there  is  a  strong  difference  between  animal  fat  and  dairy  fat, 
and  that  you  cannot  just  link  all  fats  together,  and  that  one  has 
to  be  careful  in  designing  a  study  that  one  does  not  get  the  wrong 
answer  by  not  controlling  for  that  variable. 

There  is  another  group  that  feels  that  it  is  total  calories  that 
coimt  and  not  just  the  fat  per  se. 

I  am  giving  you  a  flavor  of  some  of  the  differences,  but  the  most 
significant  concern  that  I  personally  feel  is  that  we  do  not  have  an 


758 


adequate  preliminary  data  base  on  poor  and  minority  women  as  to 
whether  we  have  enough  cultural  sensitivity  and  appropriateness 
in  addressing  how  one  would  implement  a  low-fat  diet  for  that 
group.  Poor  women  and  minority  women  have  the  worst  cancer  sta- 
tistics and,  therefore,  from  my  own  personal  point  of  view,  it  would 
be  unthinkable  that  we  could  make  a  large  scale  commitment  with- 
out ensuring  that  we  have  done  our  homework  and  that  we  under- 
stand how  to  do  fat  reduction  interventions  in  that  population  and 
make  such  individuals  integrally  part  of  the  studies. 

FEASIBILITY  OF  DIETARY  INTERVENTION  IN  TARGET  POPULATIONS 

Therefore,  what  the  Institute  has  done  is  set  up  a  feasibility 
study  over  approximately  3  years.  The  NCI  has  committed  a  total 
out-year  cost  of  about  $7.5  million  to  do  a  feasibility  study  in  mi- 
nority and  poor  women  and  to  ask  whether  we  can  do  a  culturally 
appropriate  dietary  intervention  in  those  groups,  and  then  reassess 
our  position.  I  cannot  give  you  a  commitment  today  that  we  will 
do  the  large  scale  diet  fit  intervention  study.  There  are  some  tech- 
nical and  scientific  issues  that  for  purposes  of  time  I  am  not  shar- 
ing with  you,  but  I  would  be  happy  to  give  them  to  you  for  the 
record. 

Senator  Harkin.  I  guess  what  I  hear  you  saying  is  that  you  are 


Dr.  Broder.  we  are  doing  a  feasibility  study.  We  actually 
will  launch  a  feasibility  study  in  poor  and  minority  women.  If  you 
ask:  Can  you  do  a  low-fat  intervention?  The  answer  is,  yes.  It  is 
possible  to  get  certain  women  to  participate  in  a  study  and  effec- 
tively reduce  the  percentage  of  their  total  caloric  intake  that  is  fat 
to  30  percent  or  to  20  percent  or  25  percent,  whatever  the  goal  is. 

But,  if  the  question  is  also  whether  this  can  be  done  in  certain 
target  populations  where  we  have  a  special  need — these  issues 
have  not  been  resolved.  I  do  not  think  that  you  can  say  that  the 
answer  is  yes.  What  you  do  in  an  educated  middle-class  community 
is  not  necessarily  what  you  would  do  in  an  impoverished  or  minor- 
ity commimitv.  I  feel  this  is  a  gap.  We  have  to  address  this  point 
and  see  whether  we  can  effectively  do  the  study  in  this  group.  And 
that  is  the  feasibility  study,  to  determine  whether  we  can  accom- 
plish this  goal,  and  then,  if  so,  how  to  do  it.  And  again,  there  are 
many  issues  that  I  am  still  leaving  off  for  purposes  of  time.  But 
this  study  will  be  underway. 


Senator  Harkin.  Are  you  doing  any  studies  to  look  at  the  pos- 1 
sible  link  between  the  use  of  farm  chemicals  and  the  increased  type 
of  cancers  like  non-Hodgkin*s  lymphoma  and  leukemia  that's  high- 
er in  midwestem  farming  States? 

Dr.  Broder.  Yes,  sir,  we  are.  In  fact,  our  Division  of  Cancer  Eti- 
olo^  has  made  a  special  effort  to  study  these  issues  and  has  stud- 
ied in  particular  a  chemical  referred  to  as  2,4-D.  And  in  fact,  I  can 
take  great  pride  in  saying  that  the  Division  of  Cancer  Etiology  was 
instrumental  in  helping  to  adopt  some  commonsense  but  terribly 
effective  ways  of  dealing  with  this  problem  of  lowering  the  expo- 
sure of  farmers  and  agricultural  workers.  And  we  believe  that  with 
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some  of  the  soiind  recommendations  that  have  been  made,  that  we 
can  minimize,  not  necessarily  eliminate  entirely,  but  minimize  to 
a  very  significant  degree  the  risks  that  are  attached  with  2,4-D 
and  tne  risk  of  non-Hodg^dn's  lymphoma. 

NEW  TECHNOLOGIES  FOR  INFORMATION  DISSEMINATION 

And  in  addition,  we  have  done  as  much  as  we  can  to  disseminate 
this.  I  have  brought  some  of  the  technologies  that  we  use  for  dis- 
seminating knowledge.  We  have  compact  disks  that  we  can  put  our 
informatiop  services  on  that  can  be  put  into  what  is  called  a  CD 
read-only  memory  computer,  and  individuals  can  get  the  latest  in- 
formation that  we  have.  This  little  disk  can  hold  350  books  worth 
of  knowledge.  And  we  feel  this  is  a  cost-effective  way,  and  we  are 
using  these  types  of  technologies  to  get  the  word  out  and  to  make 
sure  that  we  are  reaching  communities  both  in  the  United  States 
and  in  other  countries  as  well. 

QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

Senator  Harkin.  Thank  you  very  much.  Dr.  Broder.  There  will 
be  some  additional  questions  from  various  Senators  which  we  will 
submit  to  vou  for  your  response. 

[The  following  questions  were  not  asked  at  the  hearing,  but  were 
sdbmitted  to  the  Institute  for  response  subsequent  to  the  hearing:] 
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g  QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

DELAYED  OBLIGATION  OF  FUNDS 

Question.     Dr.  Broder,   I  noticed  that  of  the  funds  you  have 
requested  for  1992,   $63,446,000  would  not  be  available  until 
September  19  or  with  less  than  two  weeks  remaining  in  the  fiscal 
year . 

^        For  each  of  the  NIH  institutes,  a  similar  proposal  is  made 
resulting  in  $400,000,000  of  the  NIH  $548,212,000  increase  delayed 
until  the  end  of  the  fiscal  year.     I  am  sure  that  0MB  has  proposed 
this  as  a  gimmick  to  keep  outlays  down,  and  the  Congress  may  well 
need  to  follow  suit  . . .  but  what  operational  difficulties  will 
this  create  for  the  Cancer  Institute? 

Answer.     The  delay  in  releasing  approximately  $63  million  of 
FY  1992  funds  could  impose  some  operational  difficulties  on  the 
Institute.     Over  the  years  the  NCI  has  been  very  conscious  of 
balancing  its  workload  for  both  grant  and  contract  awards  among 
each  of  the  quarters  of  the  year.     This  minimized  excessively 
heavy  peak  periods  for  the  processing  of  grants  and  contracts. 
Without  such  an  endeavor,   staffing  levels  would  need  to  be  at  a 
level  sufficient  to  handle  peak  times. 

With  the  knowledge  that  the  funds  would  be  released  on 
September  19,   1992,   the  program  and  administrative  staff  could 
complete  the  negotiation  phases  with  recipient  institutions  prior 
to  September  19th,     They  would  delay  the  actual  signing  of  legal 
documentation  until  funds  are  received  from  0MB  through  the 
apportionment  process.     It  is  conceivable  that  delays  in 
processing  requirements  could  surface  at  this  time.     Given  that 
there  are  only  11  days  in  the  balance  of  the  fiscal  year,  this 
could  compromise  our  ability  to  make  complete  awards.     However,  we 
of  course  would  prefer  to  have  these  funds  available  under  these 
circumstances  than  not  at  all. 

GENE  THERAPY  EXPERIMENT 

Question.     Last  September  at  the  Clinical  Center,  an  historic 
gene  therapy  experiment  was  begun  on  a  little  girl  with  a 
previously  incurable  and  deadly  disease  that  shuts  down  the  immune 
system.  ^_ 

I  understand  that  the  experiment  has  gone  well,  and  the 
little  girl  now  has  a  nearly  normal  immune  system.  Could  you 
describe  the  therapy  for  the  Committee  and  its  potential  for 
curing  other  diseases? 

Answer.     In  1989,  NIH  researchers  from  the  National  Cancer 
Institute  and  the  National  Heart,  Lung,  and  Blood  Institute 
obtained  permission  from  13  different  review  committees,  including 
the  Food  and  Drug  Administration,   to  perform  one  of  the  most 
important  clinical  studies  of  our  time,  the  first  human  trial  of 
gene  transfer  therapy.     The  gene  introduced  into  the  cells  was  the 
neomycin  resistance  gene,  chosen  mainly  to  provide  a  marker  by 
which  tumor  infiltrating  lymphocyte  (TIL)  cells  could  be  tracked 
throughout  the  body.     This  trial  has  been  completed  and  has 
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demonstrated  the  safety  and  feasibility  of  this  technique.  The 
genetically  modified  TIL  cells  were  tracked  in  the  blood  stream 
for  up  to  120  days  and  isolated  from  the  tumor  as  long  as  60  days 
following  infusion. 

Gene  transfer  therapy  is  now  being  pursued  simultaneously  on 
two  fronts:     insertion  of  genes  into  TIL  cells  to  enhance  their 
tumor  killing  capabilities  as  well  as  insertion  of  normally 
functioning  genes  into  cells  obtained  from  individuals  with 
diseases  caused  by  specific  genetic  deficiencies  or  abnormalities. 
Beginning  in  January  of  this  year,  cancer  patients  have  been 
treated  with  TIL  cells  altered  in  the  laboratory  to  include  the 
gene  for  tumor  necrosis  factor  (TNF) ,  a  naturally  occurring 
substance  that  stimulates  the  tumor  fighting  capabilities  of  TIL 
cells.     These  patients  are  being  closely  monitored  to  see  if  these 
genetically  modified  TIL  cells  are  effective  at  eradicating  their 
tumors. 

In  the  Spring  of  1990,  a  young  girl  with  an  immunodeficiency 
disease  called  severe  combined  immunodeficiency  caused  by  an 
inherited  lack  of  the  adenosine  deaminase  (ADA)  enzyme  received 
normal  lymphocytes  that  had  been  taken  from  her  body,  genetically 
altered  in  the  laboratory  to  contain  a  normal  ADA  gene,  and  given 
back  intravenously  to  the  girl.     The  girl  has  been  followed  for 
more  than  nine  months  and  now  has  normal  ADA  levels  as  well  as  a 
normal  immune  system. 

Gene  transfer  therapy  has  tremendous  implications  for 
diseases  caused  by  specific  genetic  abnormalities,  many  of  which 
are  currently  fatal.     These  include  inborn  errors  of  metabolism, 
which  cause  significant  disability  and  death  in  infancy,  as  well 
as  acquired  genetic  defects  which  cause  diseases  such  as  diabetes 
in  adolescence  or  adulthood.     Although  treatments  exist  for  many 
of  these  disorders,  these  treatments  are  aimed  mainly  at  the 
control  of  the  end  manifestations  of  the  disease.     Gene  transfer 
therapy  has  the  potential  to  address  the  very  cause  of  these 
diseases,  providing  the  hope  that,  for  the  first  time,  we  may  be 
able  to  cure  individuals  stricken  with  these  devastating  diseases. 
Gene  transfer  therapy  holds  great  potential  for  diseases  such  as 
sickle  cell  anemia,  cystic  fibrosis,  thalassemia,  and  glycogen 
storage  diseases,  which  exact  a  tremendous  toll  on  the  health  of 
Americans  every  year. 

ETHICAL  CONSIDERATIONS  OF  GENE  THERAPY  EXPERIMENTS 

Question,     Dr.  Broder,  as  you  know  better  than  I  do,  gene 
therapy  is  manipulating  the  fundamental  blueprint  of  a  human  being 
which  of  course  could  and  does  raise  ethical  questions.  What 
level  of  review  do  you  believe  is  necessary  for  gene  *"herapy 
experiments? 

Answer.     An  extensive  review  process  has  been  set  up  to 
review  gene  therapy  experiments.     All  efforts  at  gene  therapy  must 
receive  approval  from  the  following  review  groups  before  they  can 
begin: 

Institutional  Clinical  Research  Committee 
Institutional  Biosafety  Committee  (that  deals  with 
recombinant  DNA  research) 
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The  National  Recombinant  DNA  Advisory  Committee  (RAC)  and  its 

Gene  Therapy  Subcommittee 
The  Food  and  Drug  Administration 

Each  of  these  review  groups  contains  scientists,  clinicians, 
ethicists  and  lay  people. 

Finally,  before  any  attempts  at  gene  therapy  can  begin,  final 
approval  must  be  received  from  the  Director  of  the  National 
Institutes  of  Health. 

This  review  process  is  very  detailed  in  order  to  provide 
careful  consideration  not  only  to  the  importance  of  the  science 
but  also  to  issues  of  patient  safety. 

'  •    •  '  NON- CONVENTIONAL  CANCER  TREATMENTS 

Question.     Dr.  Broder,  I  want  to  thank  you  for  visiting  with 
Congressman  Berkly  Bedel  and  discussing  with  him  non- conventional 
treatments.     How  can  the  Congress  be  sure  that  we  are  giving 
adequate  attention  to  non- conventional  treatments,   some  of  which 
turn  out  to  become  mainstream?     For  example,   I  understand 
radiation  therapy  was  regarded  as  radical  and  not  recommended  for 
many  years,  but  now  it  is  common  practice. 

Answer.     As  noted  in  the  Office  of  Technology  Assessment's 
(OTA)  report  on  Unconventional  Cancer  Treatments,  one  of  the 
greatest  impediments  to  the  evaluation  of  these  approaches  is  the 
lack  of  interpretable  scientific  data.     To  address  this,  the  NCI 
has  placed  responsibility  for  the  evaluation  of  Unconventional 
Cancer  Treatments  (UCTs)  in  the  Investigational  Drug  Branch  of  the 
Cancer  Therapy  Evaluation  Program  which  is  also  responsible  for 
the  early  clinical  development  of  "conventional"  approaches  (e.g., 
chemotherapy  and  biological  response  modifiers)  for  the  treatment 
of  cancer.     The  Chief  of  this  Branch,  Dr.  Michael  J.  Hawkins, 
recently  attended  the  Fourth  Annual  Lloyd  Symington  Foundation 
Conference  on  New  Directions  in  Cancer  Care  at  the  request  of  Dr. 
Michael  Lerner,  a  Special  Consultant  to  the  OTA  for  their  report 
on  UCTs.     At  this  meeting,  Dr.  Hawkins  discussed  the  type  of 
clinical  data  that  would  be  viewed  as  scientifically  meaningful 
and  proposed  some  approaches  which  could  be  used  to  generate  such 
data.     These  data,  if  positive,  would  warrant  the  conduct  of 
confirmatory  trials  by  the  NCI  and/or  could  be  cited  in 
investigator- initiated  grant  applications.     As  a  result  of  this 
meeting  and  Dr.  Hawkins'  presentations,  discussions  on  how  to  best 
generate  such  pilot  data  have  begun  with  proponents  of  psycho - 
spiritual  and  dietary  approaches  to  the  treatment  of  cancer. 
While  remaining  open  to  novel  or  unconventional  ideas,  it  is 
important  to  stress  that  the  NCI  must  adhere  to  sound  scientific 
methods.     Moreover,  NCI  must  provide  a  level  playing  field  to 
ensure  that  all  individuals  who  make  claims  for  new  cancer  cures 
are  held  to  the  same  standards  of  proof. 

In  response  to  one  of  the  Options  proposed  in  the  OTA  report, 
the  NCI  is  in  the  process  of  developing  guidelines  for  the 
preparation  of  "best  case  series."    We  anticipate  that  this 
document  will  be  available  not  later  than  May,  1991.  However, 
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there  are  significant  practical  problems  and  scientific 
limitations  associated  with  the  preparation  and  interpretation  of 
these  retrospective  analyses.     The  NCI  feels  it  is  far  preferable 
to  generate  new  data  in  small  pilot  studies  and  will  provide 
guidelines  for  the  conduct  of  such  studies  in  this  document  as 
well.     These  studies  typically  require  fewer  than  100  patients. 
For  most  of  the  UCTs ,  uninterpretable  data  have  already  been 
collected  on  many  more  patients  who  have,  unfortunately,  received 
the  UCTs  in  an  uncontrolled  fashion.     This  pilot  study  approach 
has  been  used  in  the  past  with  success  to  identify  both  promising 
and  ineffective  UCTs.     Based  on  a  small  (65  patient)  randomized 
pilot  study  which  demonstrated  increased  survival  in  patients 
receiving  hydrazine  sulfate,  the  NCI  initiated  three  large  scale 
confirmatory  clinical  trials  in  the  Cooperative  Groups.  In 
contrast,  similar  studies  of  Laetrile  and  Vitamin  C  were  negative. 
It  is  worth  stressing  that  the  NCI  is  actively  studying  Vitamin  C 
as  a  possible  chemoprevention  agents  in  various  settings. 

CANCER  INCIDENCE  RATES 

Question.     Dr.  Broder,  I  have  a  chart  that  was  included  in 
the  Cancer  By-Pass  budget  that  shows  the  incidence  rates  for  the 
24  major  types  of  cancer.     Fifteen  of  these  cancers  are  showing 
increasing  incidence  rates  between  the  period  1973  to  1987.  Are 
we  making  progress  in  the  war  on  cancer? 

Answer.     Yes,  there  are  indications  that  improvements  in 
cancer  rates  have  occurred,  we  have  good  news  and  bad  news  in  our 
statistics. 

Let  me  begin  first  with  the  good  news.     In  persons  under  65 
we  show  a  continuing  decline  in  cancer  mortality,  a  total  of  4.3 
percent  from  1973  to  1988.     We  believe  the  decline  is  due  to  two 
broad  factors.     First,  we  cite  the  effects  of  cancer  prevention 
and  early  detection  regimens,  specifically,  reduction  in  smoking, 
an  increase  in  early  detection  of  breast  cancer  among  younger 
women,  an  increase  in  the  percentage  of  women  undergoing  cervical 
[j    cancer  screening,  and,  perhaps,  the  impact  of  a  changing  diet. 
!    Secondly,  we  believe  there  has  been  a  general  improvement  in 
[|  treatment  and  early  detection  and  that  these  advances  have  been 
i|  applied  to  a  fuller  extent  in  the  younger  population  group. 

I  Many  cancers  show  startling  reductions  in  mortality  for 

\\  persons  under  age  65.     For  example,  as  shown  in  Table  1,  childhood 
cancers  have  declined  36  percent,  Hodgkin's  disease  declined  54 
percent,  bladder  cancer  32  percent,  colorectal  cancer  16  percent, 
!    stomach  cancer  down  30  percent,  breast  cancer  in  women  under  50 
declined  11  percent,  and  oral  cancer  fell  by  21  percent.     We  even 
see  a  change  in  pancreatic  cancer,  one  of  the  deadliest  of  all 
cancers  which  for  all  persons  under  65,  has  fallen  13  percent.  As 
a  direct  result  of  changes  in  smoking  habits,  the  net  change  in 
lung  cancer  mortality  among  men  since  1973  has  been  an  increase  of 
J   only  one -half  of  one  percent  over  the  entire  period.  The  figure 
'   for  females  is  a  startling  67  percent  (with  a  corresponding  figure 
for  those  over  age  65  of  166  percent.) 

Other  increases  for  persons  under  age  65  include  melanoma  up 
16  percent,  breast  cancer  in  women  over  50  increased  4.8  percent, 
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esophageal  cancer  increased  by  5  percent,  multiple  myeloma  up  11 
percent . 

In  persons  over  65  the  net  change  in  mortality  for  all 
cancers  combined  is  an  increase  of  12.9  percent  over  the  period 
1973  to  1988.     Reviewing  the  figures  in  Table  2,  we  can  see  that 
fewer  cancers  show  decreases  for  persons  over  65.     Some  of  the 
cancer  showing  decreases  for  persons  65  and  over  include:  oral 
cancer  down  15  percent,   stomach  down  33  percent,  colorectal 
cancers  down  nine  percent,  cervical  cancer  down  42  percent,  and 
Hodgkin's  disease  down  51  percent. 

Cancers  showing  increases  for  persons  65  and  above  include: 
non-Hodgkin' s  lymphoma  up  41  percent,  brain  cancer  up  59  percent, 
melanoma  also  up  59  percent,   and  lung  cancer  for  males  and  females 
combined  up  55  percent.     As  I  noted  lung  cancer  among  females  65 
and  over  is  up  166  percent  while  the  figure  for  males  is  32 
percent,  reflecting  the  decrease  in  smoking  among  males,  the 
smaller  decrease  among  females  and  the  fact  that  females  began  to 
smoke  somewhat  later  than  their  male  counterparts. 

The  challenge  posed  by  these  age-specific  statistics  is 
obvious:     the  clear  and  unequivocal  progress  seen  among  persons 
under  65  must  be  extended  to  a  greater  extent  to  those  over  65. 
Some  of  the  increases  among  older  Americans  are  well  understood, 
while  others  are  baffling.     For  example,   the  increase  in  melanoma 
is  strongly  believed  to  be  due  to  increased  ultraviolet  radiation, 
in  particular,   sun  exposure.     The  increase  in  breast  cancer 
mortality,  particularly  in  the  face  of  improved  treatment,  may  be 
due  to  changes  in  diet.     Changes  in  other  risk  factors  have  been 
suggested  but  at  this  point  in  time  do  not  correlate  with  the 
mortality  increase.     The  increase  in  brain  cancer  is  most  likely 
due  to  improved  methods  of  identifying  causes  of  death.     In  other 
words  the  true  rate  of  death  from  brain  cancer  has  not  changed, 
but  the  frequency  at  which  we  diagnose  the  cause  of  death 
correctly  has  improved  because  of  new  technology  such  as  the  CAT 
scan,  and  improved  access  to  health  care  through  Medicare. 
Another  baffling  change  is  in  non-Hodgkin' s  lymphoma  with  an 
increase  of  41  percent  among  persons  over  age  65.     An  increase  of 
two  percent  is  due  primarily  to  AIDS  which  makes  its  victims  more 
susceptible  to  non-Hodgkin' s  lymphoma  and  to  Kaposi's  sarcoma. 

Blacks  bear  a  disproportionate  burden  of  cancer,  a  burden 
marked  by  increasing  mortality  rates  for  many  cancer  sites  in 
sharp  contrast  to  more  favorable  trends  among  whites.  The 
mortality  rate  among  blacks  is  213.0  deaths  per  100,000  persons  in 
contrast  to  168.5  among  whites.     The  sex-specific  rates  show  that 
black  males  have  a  mortality  rate  of  293.4,  38  percent  higher  than 
the  rate  of  213.1  for  white  males.     The  figures  for  females  are 
158.5  deaths  per  100,000  persons  for  black  females,  a  figure  that 
is  14  percent  higher  than  the  rate  of  139.0  deaths  per  100,000  for 
white  females.     The  trend  figures  show  an  increase  in  mortality 
for  whites  of  5 . 3  percent  from  1973  to  1988  while  the 
corresponding  figure  for  blacks  is  9.6  percent.     In  other  words, 
not  only  are  the  mortality  rates  higher  among  blacks,   the  rate  of 
change  is  greater  among  blacks.     In  a  sense  the  cancer  mortality 
gap  between  blacks  and  whites  has  widened. 
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NCI  has  recognized  this  disparity  and  has  instituted  an 
extensive  program  of  initiatives,   touching  on  all  aspects  of 
cancer  to  address  this  problem  from  epidemiology  and  surveillance 
studies  to  identify  the  differences,   to  basic  research  on 
understanding  the  differences,   to  treatment  studies,   to  cancer 
prevention  and  control  and  outreach  activities.     NCI  is  committed 
to  reducing  the  differential  in  experience  as  it  works  to  reduce 
the  5 verall  levels  of  morbidity  and  mortality  from  cancer. 

Turning  to  women's  health,  breast  cancer  is  the  most  frequent 
cancer  among  women,  responsible  for  175,000  new  cancers  each  year 
and  44,500  deaths.     The  next  four  cancers  among  females  (ranked 
according  to  incidence)  are  colorectal  cancer  (78,500  cases, 
30,500  deaths),  lung  cancer  (60,000  cases,  and  the  leading  cause 
of  cancer  deaths  with  51,000  deaths  per  year),  uterine  cancer 
(33,000  cases,  5,500  deaths),  and  ovarian  cancer  (at  20,700  cases 
and  12,500  deaths  annually).     Cervical  cancer  accounts  for  13,000 
cases  and  4,500  deaths  annually  and  ranks  tenth  among  all  cancers 
detected  in  women.     Together,  breast,  uterine,   cervical  and 
ovarian  cancers  account  for  44  percent  of  the  555,000  cases 
recorded  annually  among  women.     Progress  among  these  cancers  has 
been  impressive,  particularly  among  younger  women  as  shown  in  the 
following  table: 

Change  in  Cancer  Mortality  1973-88 
(percent  change) 

  Age  Group   


Cancer 

All 

Agej 

;  <50 

50+ 

Breast 

1 

.8 

-10.5 

4.8 

Cervix 

-41 

.5 

-34.8 

-44.2 

Uterus 

-22 

.2 

-47.7 

-20.1 

Ovary 

-8 

.1 

-41.6 

-1.3 

Wdmen  under  50  show  decreases  in  each  of  these  major  cancers 
specific  to  females.     (Although  breast  cancer  does  occur  among 
males  less  than  one-half  of  one  percent  of  all  breast  cancer 
occurs  among  males.) 

All  these  figures  show  that,  yes,  we  are  making  progress 
against  cancer,  but  we  also  face  great  challenges.     As  the 
population  ages  and  increases  the  burden  of  cancer  may  well 
increase  because  the  highest  rates  of  cancer  are  among  the 
elderly.     These  figures  show  that  we  have  made  progress  and  we 
expect  this  progress  portends  the  advances  we  will  see  as  today's 
younger  population  ages  and  as  more  prevention,  diagnostic,  and 
treatment  advances  reach  the  point  where  technology  transfer  is 
feasible.  • 
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Table  1 
Cancer  Mortality 
Persons  Under  65  Years  of  Age 
Major  Changes  in  Rates:  1973-88 
Percent  Change 


_               Increases  - 

 --  Decreases 

Lung,  females 

67 

3 

Testis 

-61 

9 

Lung,  both  sexes 

16 

• 

7 

^^odgkin's  Dis . 

-54 

2 

Melanoma 

15 

7 

Cervix 

-41 

0 

Multiple  Myelona 

10 

6 

Uterus 

-37 

2 

Liver 

6 

5 

Children  (<15  yrs) 

-35 

9 

Esophagus 

4 

8 

Bladder 

-32 

3 

Kidney 

2 

6 

Stomach 

-29 

7 

Non-Hodgkin' s  Lym 

1 

7 

Thyroid 

-25 

7 

Prostate 

0 

9 

Ovary 

-25 

4 

Lung,  male 

0 

5 

Oral 

-20 

5 

Leukemia 

-16 

9 

Colon/rectum 

-15 

8 

Larynx 

-13 

9 

Pancreas 

-12 

6 

Brain 

-8 

1 

Breast 

-4 

7 

All  sites 

-4 

3 

Table  2 
Cancer  Mortality 
Persons  65  Years  of  Age  and  Older 
Major  Changes  in  Rates:  1973-88 
Percent  Change 


  Increases 

  Decreases 

Lung, females 

166 

4 

Testis 

-52 

5 

Melanoma 

59 

4 

Hodgkin's  Dis. 

-50 

9 

Brain 

59 

4 

Cervix 

-42 

4 

Lung,  both  sexes 

55 

4 

Stomach 

-32 

9 

Non-Hodgkin' s  Lym. 

40 

9 

Bladder 

-21 

1 

Lung,  males 

32 

2 

Thyroid 

-20 

7 

Multiple  Myeloma 

31 

6 

Oral 

-14 

6 

Kidney 

21 

1 

Uterus 

-12 

1 

Esophagus 

19 

2 

Colon/Rectum 

-  8 

9 

Ovary 

15 

7 

Prostate 

14 

1 

Liver 

12 

7 

Breast  (female) 

11 

0 

Pancreas 

2 

9 

Leukemia 

2 

2 

Larynx 

1 

4 

All  sites 

12 

9 
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OVARIAN  GANGER 

Question.     Dr.  Broder,   I  understand  that  there  is  a  new 
treatment  for  ovarian  cancer  and  the  clinical  trial  is  underway 
using  the  natural  product  derived  from  the  bark  of  the  yew  tree. 
Unfortunately,   it  takes  20,000  pounds  of  bark  to  produce  1  to  2 
pounds  of  the  drug  and  the  yew  tree  is  an  important  habitat  for 
the  spotted  owl  in  the  Northwest.     What  can  you  tell  us  about 
efforts  to  produce  this  drug  synthetically,  in  the  laboratory, 
therefore  avoiding  destruction  of  the  yew  tree? 

Answer.     The  development  of  taxol  is  a  crucial  priority. 
Numerous  approaches  are  being  pursued  actively  to  develop 
alternative  sources  of  taxol  in  order  to  decrease  and  eventually 
eliminate  the  need  to  harvest  bark.     The  structure  of  the  molecule 
is  very  complex  and,  although  many  chemists  are  pursuing  total 
synthesis,  it  may  not  be  possible  to  devise  a  commercially  useful 
synthesis  from  scratch.     Since  taxol  is  found  not  only  in  the  bark 
of  the  Pacific  Yew  but  in  the  needles  of  that  and  other  species  of 
taxus .   the  major  effort  at  present  is  focused  on  locating  adequate 
sources  of  wild  and  cultivated  species  in  the  U.S.   and  worldwide, 
and  developing  the  process  technology  for  utilizing  needle 
clippings,  a  renewable  resource.     Other  approaches  being  pursued 
for  more  long-range  application  include  plant  tissue  culture, 
propagation  of  high  yielding  specimens,  genetic  manipulation,  and 
semi  -  synthesis ,  the  production  of  taxol  from  naturally  occurring 
precursors  and  analogs.     Significant  relief  from  dependence  on 
bark  should  be  accomplished  in  two  to  three  years. 

Question.  How  did  we  uncover  the  medicinal  properties  of  the 
bark  of  the  yew  tree? 

Answer.     The  activity  of  taxol,  a  product  derived  from  the 
bark  of  the  Pacific  Yew,  was  first  detected  in  the  NCI 
experimental  rodent  tumor  screens  in  the  1960s  as  part  of  our 
natural  products  discovery  and  development  program.  The 
production  of  taxol  is  linked  to  serious  environmental  issues. 
Development  was  very  slow  because  of  the  extreme  difficulty  in 
obtaining  the  drug  and  the  rather  limited  activity  observed 
originally.     Interest  was  stimulated  greatly  by  the  increased 
activity  observed  in  other  models  in  the  late  1970s  and  the 
demonstration  of  its  unique  mechanism  of  action.     Clinical  studies 
were  initiated  in  1983. 

CANCER  MORTALITY  AMONG  NON- WHITES 

Question.     NCI's  Atlas  study  states  that  mortality  from  two 
types  of  cancer,  Non-Hodgkin' s  Lymphoma  and  Leukemia,   is  higher  in 
Midwestern  farming  states,   suggesting  a  possible  link  between  the 
use  of  certain  agricultural  herbicides  and  these  cancers.  What 
specific  research  has  NCI  conducted  to  date  in  order  to  study  the 
possible  cancer-causing  effects  of  exposure  to  and  use  of  these 
herbicides  and  pesticides? 

Answer.     Since  the  late  1970s,   the  NCI  has  conducted  a  series 
of  increasingly  sophisticated  epidemiologic  studies  to  evaluate 
cancer  risks  from  pesticide  exposure.     Early  correlation  studies 
that  linked  mortality  rates  at  the  county  level  with  agricultural 
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activities  were  followed  by  death  certificate  investigations  that 
noted  elevated  risks  of  lymphatic  and  hematopoietic  cancer  among 
farmers  in  Nebraska  and  Wisconsin.     Case-control  interview  studies 
in  Kansas  and  Nebraska  that  obtain  information  on  pesticide  use 
directly  from  study  subjects,  uncovered  associations  between  non- 
Hodgkin's  lymphoma  (NHL)  and  use  of  the  herbicide,  Dichloro- 
phenoxyacetic  acid  (2,4-D).     The  risk  of  NHL  was  three  to  six 
times  greater  among  farmers  who  used  this  herbicide  twenty  or  more 
times  per  year  than  among  subjects  who  did  not  use  the  chemical. 
NCI  has  made  a  special  effort  to  study  the  risks  associated  with 
the  use  of  2,4-D.     Efforts  of  the  NCI  have  been  instrumental  in 
encouraging  the  adoption  of  some  very  effective  methods  of 
lowering  the  exposure  of  agricultural  workers  to  this  chemical. 
By  utilizing  these  recommendations,  the  risks  associated  with 
2,4-D  and  specifically,   the  risk  of  non-Hodgkins  Ijrmphoma,  can  be 
significantly  minimized.     NCI  has  undertaken  extensive  information 
dissemination  activities  on  this  topic.     One  example  is  the  use  of 
compact  disk  read-only-memory  (CD-ROM)  computers  which  enable  NCI 
to  distribute  the  latest  information  rapidly. 

Some  lymphatic  and  hematopoietic  cancers  have  also  been 
associated  with  insecticide  use.     In  Nebraska,  NHL  was  elevated 
among  farmers  who  reported  using  organophosphate  insecticides. 
The  Nebraska  study  also  included  cases  of  Hodgkin's  disease, 
multiple  myeloma,  and  chronic  lymphatic  leukemia.     Analyses  are 
underway  of  risks  for  these  cancers  from  pesticide  exposure  among 
men  and  women.  ;  ,    i^  ,.ii>v 

In  a  study  in  Iowa  and  Minnesota,   the  risk  of  leukemia  among 
farmers  was  associated  with  use  of  several  insecticides, 
particularly  those  used  on  animals.     A  large  study  of  members  of 
the  American  Federation  of  Grain  Millers  found  elevated  mortality 
from  NHL,   leukemia,  and  pancreatic  cancer  among  those  employed  in 
the  flour  industry,  a  segment  of  the  grain  industry  where 
fumigants  are  more  heavily  used. 

Other  investigations  of  pesticide -exposed  populations  have 
noted  excesses  for  soft- tissue  sarcoma  and  cancer  of  the  lung. 
The  risk  of  soft- tissue  sarcoma  was  elevated  among  farmers 
reporting  the  use  of  insecticides  on  animals.     Licensed  non- 
agricultural  applicators  from  Florida  had  an  increased  risk  of 
lung  cancer  that  rose  to  nearly  three -fold  among  those  licensed 
for  twenty  or  more  years. 

Several  studies  are  planned  or  underway  to  further 
investigate  cancer  risks  associated  with  pesticide  exposure. 
Information  on  employees  of  a  national  lawn  care  company  has  been 
assembled  to  evaluate  mortality  from  exposure  to  insecticides  and 
herbicides.     A  cohort  of  Noxious  Weed  Department  employees  in 
Kansas  is  being  studied  because  of  their  heavy  use  of  herbicides. 
A  methodologic  study  on  current  and  past  use  of  pesticides  is 
being  conducted  in  Iowa  to  improve  exposure  assessment  procedures 
in  epidemiologic  studies  of  farmers.     An  NCI  review  of  cancer 
risks  among  farmers  from  around  the  world  noted  rather  consistent 
excesses  of  leukemia,  NHL,  multiple  myeloma  and  cancers  of  the 
lip,  melanoma  of  the  skin,  brain,  stomach,   soft- tissue  sarcoma, 
and  prostate.     Case -control  interview  studies  of  cancers  of  the 
stomach  and  brain  are  planned  in  Nebraska  among  men  and  women  to 
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identify  agricultural  factors  that  might  account  for  the  elevated 
rates  observed  among  farmers. 

Question.     One  of  the  most  alarming  trends  documented  in  the 
NCI  report  concerns  the  increased  number  of  deaths  among  non-white 
males  from  prostate  cancer  in  the  Southern  region  of  the  U.S. 
What  future  in-depth  research  is  planned  to  identify  the  causes  of 
these  specific  increased  cancer  mortality  rates  and  to  determine 
the  risk  factors  associated  with  them? 

Answer.     Cancer  of  the  prostate  remains  the  most  common 
cancer  among  men,   the  incidence  having  surpassed  that  for  lung 
cancer  in  recent  years.     There  is  indirect  evidence  that  the 
increasing  incidence  for  this  cancer  may  be  due  to  increased 
detection  of  clinically  asymptomatic  cases  associated  with 
increasing  rates  of  transurethral  resection  of  the  prostate 
(TURP) .     The  incidence  rate  for  black  men  in  1984-88  (134.0  per 
100,000)  continues  to  exceed  that  for  white  men  (92.2  per  100,000) 
by  fifty  percent. 

Of  great  concern  is  the  13  percent  increase  in  prostate 
cancer  mortality  for  men  of  all  races  during  the  period  1973-1988, 
an  increase  affecting  men  primarily  over  65  years  of  age.  The 
1984-88  prostate  cancer  death  rate  among  black  men  (47.0  per 
100,000)   is  more  than  twice  the  rate  for  white  men  (22.2  per 
100,000).     During  the  16-year  period  between  1973  and  1988,  the 
incidence  of  prostate  cancer  among  white  men  increased  by  60 
percent  and  mortality  among  white  men  increased  by  12  percent.  In 
contrast,   the  increase  in  incidence  for  black  males  during  this 
same  interval  was  35  percent  with  an  increase  in  mortality  of  20 
percent.     Data  on  stage  of  cancer  at  diagnosis  indicate  that  black 
men  present  with  more  advanced  disease  at  diagnosis  and  have  lower 
survival,   even  when  adjusted  for  stage. 

The  SEER  (Surveillance  Epidemiology  and  End  Results)  Program 
has  a  small  pilot  study  underway  to  assess  the  availability  and 
utility  of  data  in  medical  records  for  investigating  the  role  of 
TURPs  on  diagnosis  and  early  detection  of  prostate  cancer.  This 
feasibility  study  is  designed  to  review  medical  and  SEER  records 
from  past  years  to  determine  whether  changes  in  surgical  or 
diagnostic  procedures  may  explain  the  apparent  increase  in 
prostate  cancer  incidence  over  time. 

Additionally,   the  NCI  is  formulating  the  development  of  a  new 
research  initiative  on  prostatic  carcinoma  that  will  focus  on  this 
rising  problem  within  the  non-white  population.     For  example,  in 
the  Black  population,  research  is  being  planned  to  identify  and 
remedy  key  factors  that  contribute  to  avoidable  prostate  cancer 
mortality.     These  factors  include  geographic  areas,  occupation, 
tobacco,  diet-nutrition,   lifestyle,   endogenous  hormones,  etc. 
Also,  attention  will  be  placed  on  barriers  such  as  cultural  and 
bohavioral  nuances  that  are  unique  to  the  Black  population  as  well 
as  barriers  within  the  health  care  delivery  system.     This  research 
will  develop  and  test  innovative  prostate  cancer  interventions  in 
Black  populations  as  well  as  support  investigations  into  the 
unexplained  differences  in  prostate  cancer  biology  and  diagnosis 
in  black  and  white  males. 
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The  NCI  is  also  about  to  launch  a  large,  randomized  study  to 
see  if  screening  for  prostate  cancer  in  men  aged  60-74  years  is 
effective  in  decreasing  mortality  from  prostate  cancer.     This  is 
part  of  a  large  trial  designed  to  test  the  efficacy  of  screening 
for  prostate,  lung,  and  colorectal  cancers  in  men;  and  ovarian, 
lung  and  colorectal  cancers  in  women.     Investigators  will  pay 
careful  attention  to  ensure  that  the  study  population  is  balanced 
with  regard  to  inclusion  of  members  of  minority  groups.  The 
screening  tests  to  be  used  to  detect  prostate  cancer  are  rectal 
examination  and  a  blood  test  for  prostate  specific  antigen.  As 
part  of  that  study,  there  are  plans  to  elucidate  some  of  the 
causes  of  prostate  cancer.     Epidemiologic  information  which  may 
uncover  risk  factors  will  be  collected  on  each  study  subject. 
This  will  include  information  on  smoking  habits,   life  style,  and 
diet.     Of  note,  a  recent  study  has  suggested  that  cigarette 
smoking  is  a  risk  factor  for  prostate  cancer.     There  is 
controversy  over  whether  dietary  factors  play  a  role  in  prostate 
cancer.     We  plan  to  expand  upon  these  observations  and  explore 
other  possibilities  in  a  prospective  manner  as  part  of  our  study. 

Studies  continue  to  examine  the  descriptive  characteristics 
of  prostate  cancer  in  the  United  States,  with  emphasis  on 
geographic  patterns,   time  trends,  and  racial/ethnic  disparities. 
In  the  new  nonwhite  atlas,  a  landmark  finding  is  the  recent 
emergence  of  high- rate  areas  for  prostate  cancer  among  black  men 
in  the  South  Atlantic  states. 

In  a  collaborative  multicenter  case-control  study  of  prostate 
cancer  in  Atlanta,  Detroit,  and  several  communities  in  New  Jersey, 
a  variety  of  risk  factors  are  being  investigated,  with  special 
emphasis  on  the  determinants  of  the  higher  rates  in  blacks  than 
whites.     Analyses  are  underway  of  interview  data  on  lifestyle, 
diet,  medical,  and  occupational  history.     Laboratory  assays  will 
be  carried  out  on  blood  specimens  to  clarify  the  influence  of 
dietary  and  hormonal  factors.     The  role  of  diet  is  also  being 
evaluated  in  the  follow-up  study  of  men  in  the  first  National 
Health  and  Nutrition  Examination  Survey  (NHANES) ,  which  was 
recently  extended  through  1988  to  permit  further  prospective 
investigation  of  the  cohort.     Initial  analyses  found  serum  vitamin 
A  to  be  protective,  with  subjects  in  the  lowest  quartile  having 
2.2  times  the  risk  of  prostate  cancer  than  those  in  the  highest 
quartile . 

In  collaboration  with  the  University  of  Minnesota,  dietary 
and  other  information  are  being  analyzed  in  relation  to  prostate 
cancer  risk  in  a  Lutheran  Brotherhood  cohort  of  nearly  18,000 
males  who  responded  to  a  questionnaire  in  1966-1967.  Recent 
analyses  of  the  cohort  suggest  that  cigarette  smoking  and 
smokeless  tobacco  may  be  risk  factors  for  prostate  cancer.     A  role 
for  smoking  in  prostate  cancer  risk  is  suggested  also  by  recent 
findings  from  the  Dorn  cohort  study,  using  data  from  a  26 -year 
extended  follow-up  of  250,000  U.S.  veterans. 

Extramural  grants  support  a  number  of  epidemiologic  studies 
of  prostate  cancer.     The  role  of  nutrition  is  being  explored  in 
several  of  these,  with  emphasis  on  clarifying  the  role  of  dietary 
fat  and  micronutrients .     In  a  multicenter  case-control  study  being 
coordinated  at  Stanford  University,  risk  factors  for  prostate 
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cancer  are  being  evaluated  among  blacks,  whites,  and  Asians  in  Los 
Angeles,   San  Francisco,  Hawaii,  Vancouver,  and  Toronto.     A  second 
grant  at  Stanford  is  focusing  on  the  influence  of  physical 
activity  and  diet  in  cancer  of  the  prostate.     A  grant  activity  at 
the  Kuakini  Medical  Center  is  assessing  prediagnostic  serum 
hormone  levels,  diet,  and  body  mass  in  the  origins  of  prostate 
cancer  among  migrant  Japanese  in  Hawaii.     At  the  University  of 
Southern  California,  grant- supported  activities  are  examining  the 
role  of  androgenic  hormones  in  prostate  cancer,  with  data 
suggesting  that  excess  risk  among  blacks  may  be  due  to  higher 
levels  of  certain  testosterone  metabolites. 

This  past  year,   the  NCI  epidemiology  group  organized  a 
session  on  the  etiology  of  prostate  cancer  which  was  part  of  a 
workshop  held  under  the  auspices  of  the  Organ  Systems  Program. 
Special  attention  was  given  to  factors  that  may  account  for  the 
excess  risk  among  black  men,  and  plans  for  future  research  were 
developed.     Another  workshop,  which  involved  intramural  and 
extramural  scientists,  was  held  on  the  subject  of  cancer  • 
epidemiology  in  minority  groups.     As  a  result,  a  Request  for 
Applications  (RFA)  was  issued  to  encourage  research  in  this  area, 
including  multidisciplinary  studies  on  the  etiology  of  prostate 
cancer. 

CANCER -RELATED  INTERNATIONAL  ACTIVITIES 

Question.     Dr.  Broder,   last  year,   this  Committee  included 
language  in  the  Committee  Report  expressing  our  interest  in 
international  collaboration  in  cancer  research.     Could  you  please 
summarize  for  me  the  efforts  you  currently  have  underway  to 
promote  international  scientific  exchange,  particularly  in  the 
areas  of  research  training,  joint  research  projects  and 
prevention. 

Answer.     The  National  Cancer  Institute  places  high  priority 
on  international  collaboration.     Cross -national  research  provides 
unique  opportunities  to  advance  the  frontiers  of  cancer  research. 
This  commitment  to  international  cooperation  will  continue,  as  NCI 
pursues  promising  new  areas  for  collaborative  investigations  with 
foreign  scientists  and  institutions  and  increases  its  efforts  to 
disseminate  cancer  information  worldwide. 

The  unique  opportunities  provided  by  international 
collaboration  are  determined  either  by  the  special  knowledge, 
skill,   or  ability  of  an  individual  foreign  scientist  or  by  the 
availability  of  special  populations  or  nutritional  or 
environmental  exposure  to  carcinogenic  agents  in  a  foreign 
country.     Such  is  the  case  of  the  high  incidence  of  esophageal 
cancer  in  Linxian  Province  in  China;   the  high  incidence  of  stomach 
cancer  in  China,  Chile,  Costa  Rica,   Italy,  and  Hungary;   the  high 
incidence  of  pediatric  AIDS  in  Romanian  orphanages;   the  Chernobyl 
disaster;  and  the  enormous  levels  of  polycyclic  aromatic 
hydrocarbons  and  other  contaminants  found  in  the  air,   soil,  and 
water  in  Silesia  in  Poland. 
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Extramural  Cooperation 

During  FY  1990,   the  National  Cancer  Institute  funded 
approximately  80  foreign  grants  and  contracts.     A  variety  of 
studies  were  supported,   such  as  a  community- intervention  smoking- 
cessation  trial  involving  22  communities  in  the  United  States  and 
Canada  and  a  nutrition  study  in  China  to  evaluate  the  effect  of 
multivitamin  and  mineral  supplements  on  the  incidence  of 
esophageal  cancer.     Other  international  cooperation  included  a 
U.S. -Germany  effort  to  develop  an  HPV  mucosotropic  vaccine  and 
U.S. -Soviet  efforts  in  charged  particle  therapy  and  anti-sense 
oligonucleotide  synthesis. 

Workshops  and  Scientist  Exchanges 

The  Office  of  International  Affairs  (OIA) ,  NCI,  catalyzes 
collaborative  research  between  U.S.   and  foreign  scientists  by  co- 
sponsoring  international  workshops  and  scientist  exchanges. 
Twenty-one  workshops  and  112  short  term  (six  months  or  less) 
scientist  exchanges  were  supported  by  NCI  during  the  year. 
Thirteen  long  term  (one  to  three  years)  exchanges  came  to  U.S. 
laboratories  from  the  European  Organization  for  Research  and 
Treatment  of  Cancer  (EORTC)  and  from  the  Japanese  Foundation  for 
Cancer  Research  (JFCR) .     In  addition,  an  extensive  program  whereby 
foreign  scientists  are  at  NCI  under  the  NIH  Visiting  Program 
administered  by  the  Fogarty  International  Center  (FIC) , 

The  number  of  scientific  exchanges  involving  nationals  from 
Eastern  Europe,   the  Middle  East,   South  East  Asia,  and  Latin 
America  has  expanded  during  the  last  year.     During  FY  1991,  NCI 
has  increased  the  funding  for  the  participation  of  East  European 
cancer  researchers  - -who  up  to  now  have  had  little  or  no 
opportunity  to  interact  with  their  Western  counterparts -- in 
international  workshops  on  cancer  prevention  and  AIDS  research. 

NCI  scientists  are  participating  in  epidemiological  studies 
on  the  effects  of  the  Chernobyl  reactor  disaster  on  affected 
populations  of  the  Ukraine  and  Byelorussia.     In  addition,  a 
cooperative  effort  is  underway  among  NCI  and  three  Latin  American 
countries  (Argentina,  Brazil,  and  Chile)  to  pursue  molecular 
epidemiology  studies  on  childhood  cancers. 

Workshop  on  Biodiversity 

The  National  Cancer  Institute  co- sponsored  a  Workshop  on  Drug 
Development,   Biological  Diversity  and  Economic  Growth,  an 
international  collaboration  in  cancer  research.     The  workshop  was 
held  on  March  13  and  14,   1991.     Other  co- sponsors  were  the  U.S. 
Agency  for  International  Development,   the  National  Science 
Foundation  and  the  Fogarty  International  Center.  Participants 
included  representatives  from  the  sponsoring  organizations, 
nations  collaborating  in  the  international  drug  development 
effort,   and  the  pharmaceutical  industry. 

The  objective  of  the  workshop  was  to  encourage  developing 
countries,  especially  those  in  tropical  areas,   to  conserve  their 
vast  diversity  of  biological  species,  so  that  the  potential  of 
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discovering  new  pharmaceutical  agents  from  natural  products  will 
not  be  lost. 

Key  topics  discussed  or  presented  at  the  workshop  included: 

a.  Activity  of  the  NCI  Developmental  Therapeutics  Program  in 
the  discovery  of  anticancer  and  ant i -AIDS  agents  in  natural 
products,   including  contracts  for  collections  around  the 
world  and  the  development  of  a  Letter  of  Intent  to  facilitate 
these  efforts  and  to  protect  the  interests  of  the  countries 
involved; 

b.  The  different  problems  and  needs  of  the  countries  with 
which  we  are  collaborating:  Brazil,  Costa  Rica,  Ecuador, 
Indonesia,  Madagascar  and  Thailand; 

c.  The  need  for  developmental  funds.     It  can  be  10  to  15 
years  before  the  collaborating  country  would  receive  any 
royalty  return  from  a  new  drug.     Compensation,  therefore, 
would  be  in  a  form  of  immediate  importance  to  a  developing 
country.     For  example,  Merck,   Inc.   is  providing  a  free  drug 
to  one  country  for  the  treatment  of  endemic  river  blindness; 

d.  Areas  were  identified  for  initiation  or  expansion  of 
programs  to  further  the  overall  objectives  of  international 
collaboration.     These  are  improvement  of  the  infrastructure 
within  the  countries  involved;  development  of  inventories  of 
native  species;   training  targeted  to  the  needs  of  the 
specific  country;  assistance  with  the  primary  societal  needs 
(education,  health)  of  the  individual  country;  and 
preservation  of  traditional  pharmacology. 

Another  workshop  on  this  subject  is  scheduled  for  April  5, 

1991. 

Clinical  Trials 

NCI  facilitates  international  cooperation  in  clinical  trials 
by  involving  American  industry,  which  contributes  pharmaceuticals 
for  such  trials  at  no  cost  to  the  U.S.  Government  or  foreign 
collaborators.     Examples  of  this  type  of  cooperation  are  three 
clinical  trials,  conducted  in  parallel  in  U.S.   and  Soviet  cancer 
institutes,   for  the  treatment  of  colon,  colorectal,  and  breast 
cancers . 

NCI  supports  clinical  and  epidemiological  studies  in  Egypt  on 
adult  lymphocytic  leukemia  (ALL)  and  non-Hodgkin' s  lymphomas 
(NHL) .     NCI  and  three  cancer  centers  in  India  also  cooperate  on 
treatment  protocols  for  ALL  and  NHL. 

Romanian  scientists  have  requested  cooperation  from  NCI's 
Pediatric  Oncology  Branch  to  develop  clinical  protocols  for  "the 
treatment  of  pediatric  AIDS  patients.     NCI  with  the  Fogarty  Center 
have  committed  themselves  to  fund  a  pilot  project  to  determine  the 
feasibility  of  a  US-Romania  collaborative  effort  in  this 
direction. 
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Cancer  Information  Dissemination  Projects 

One  field  where  we  feel  significant  progress  has  been  made 
with  foreign  countries  is  in  the  area  of  information 
dissemination. 

We  have  supported  dissemination  of  published  cancer  research 
to  Latin  America  through  the  Pan  American  Health  Organization 
(PAHO)  and  technology  transfer  through  short-term  exchanges 
through  the  International  Union  Against  Cancer  (UICC)  in  Geneva, 
Switzerland.  - 

During  FY  1990,  with  the  assistance  of  NCI's  International 
Cancer  Information  Center  (ICIC),   three  projects  were  set  up  to 
demonstrate  the  use  of  compact  disk  read-only-memory  (CD-ROM) 
technology  in  the  dissemination  of  cancer  information  at  cancer 
centers  in  Budapest,  Moscow,  and  Warsaw.     This  technology  provides 
access  to  the  'latest  published  cancer  research  literature  and 
treatment  information,   through  NCI's  databases  CANCERLIT  and  the 
Physician's  Data  Query  (PDQ) .     To  help  with  information 
dissemination,  NCI  provides  a  free  subscription  for  a  limited  time 
to  these  two  databases  on  compact  disc  and  if  required  a  compact 
disc  player.     The  host  institute  provides  the  necessary  computer 
hardware . 

Two  additional  demonstration  projects  became  operational  in 
early  FY  1991  in  the  former  East  Berlin  and  in  Bratislava.  Those 
in  Ahmedabad,  Ankara,  Belgrade,  Bombay,  Harare,  Instanbul, 
Kampala,  Kiev,  Managua,  Manila,  Panama  City  and  USSR- Academy  of 
Sciences  are  expected  to  be  operational  before  the  end  of  the 
year.     Seven  Latin  American  cancer- information  dissemination 
centers  (in  Argentina,  Brazil,  Chile,  Costa  Rica,  Mexico,  Peru, 
and  Venezuela),  will  receive  CD-ROM  capabilities  through  the  PAHO 
contract.     Additional  Latin  American  and  Caribbean  sites  are  under 
consideration.     The  new  technology  will  provide  all  these  sites 
with  bimonthly  updates  of  newly  published  research  results 
relating  to  cancer  prevention,  diagnosis,  and  treatment. 

In  FY-1990  ICIC  began  to  provide  no-cost  subscriptions  to  the 
Journal  of  the  National  Cancer  Institute  and  other  NCI 
publications  to  over  200  cancer  center  and  medical  school 
libraries  in  developing  countries.     The  availability  of  this 
information  is  expected  to  accelerate  the  development  of  national 
or  regional  cancer  control  programs  around  the  world. 

We  expect  that  the  availability  of  solid  scientific 
information  will  lead  to  anti-smoking  campaigns  and  nutrition 
intervention  programs,  aimed  at  reducing  cancer  incidence  and  to 
programs  in  early  detection,  at  least  in  Eastern  Europe  and  Latin 
America.     Cancer  Institute  directors  in  Bulgaria,  Czechoslovakia, 
the  former  German  Democratic  Republic,  Hungary,  Poland,  Romania, 
USSR,  and  Yugoslavia  have  received  information  about  NCI's 
interest  in  the  development  of  national  cancer  control  plans, 
anti-smoking  campaigns,  nutrition  intervention  programs  aimed  at 
reducing  cancer  incidence,  and  programs  in  early  detection.  They 
are  expected  to  request  NCI  advice  for  the  projects  of  the  highest 
priority  in  their  respective  countries. 
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Long-Term  Faculty  Development  Program 

Two  new  programs  for  oncology  faculty  development  will  be 
Initiated  during  FY  1991.     Both  are  long  term  development  programs 
for  young,  but  established,  Latin  American  and  Caribbean  or 
Central  and  East  European  scientists  at  cancer  institutes.  The 
institutes  nominate  a  limited  number  of  their  scientists  to  the 
respective  selection  committees.     Two-to-four  collaborative 
candidates  per  year  will  then  be  accepted  in  each  one  of  the 
programs  for  three-to-four  year  collaborative  research  at  NCI-r^- 
supported  laboratories.     The  East  European  Oncology  Faculty       '  - 
Development  program  will  focus  initially  on  the  pharmacological 
sciences  and/or  biotechnology. 

The  NCI  will  continue  its  efforts  to  enhance  scientific  - 
cooperation  and  to  promote  information  exchange  with  other 
countries.     Cooperation  will  include  studies  basic  to  all  common 
cancer  sites  and  will  focus  on  epidemiology  research,  technical 
workshops,  short  and  long-term  scientist  exchanges,  and  clinical 
trials. 

PREVENTION 

Question.     In  1985,  NCI  stated  that  its  strategic  goal  was  to 
reduce  cancer  mortality  by  50  percent  by  the  year  2000.  Please 
detail  exactly  what  NCI  supported  research  is  underway  in  the 
prevention  of  cancer  and  how  that  is  making  an  impact  on  the 
problem. 

Answer.     NCI's  cancer  control  objectives  identify  activities 
that  if  undertaken  by  the  broadest  applicable  segments  of  the 
population  will  lead  to  reductions  of  major  proportion  in  the 
morbidity  and  mortality  from  cancer.     Recently  these  objectives 
have  been  incorporated  into  the  Department  of  Health  and  Human 
Services  prevention  objectives  known  as  "Healthy  People/2000." 

NCI's  objectives  call  for  significant  smoking  reduction  to 
less  than  half  the  level  of  1985,   a  decrease  in  dietary  fat  to  30 
percent  of  calories,  an  increase  in  dietary  fiber  to  between  20  to 
30  grams  per  day,  a  substantial  increase  in  breast  and  cervical 
cancer  screening,  and  an  increase  in  the  use  of  state-of-the-art 
treatment.     We  estimated  in  our  1985  report  outlining  the 
objectives  that  with  full  achievement  mortality  could  be  reduced 
by  25  percent  and  by  as  much  as  50  percent  if  we  increase  the  rate 
of  progress  in  our  development  of  new  treatments. 

The  National  Cancer  Institute  translates  the  results  of  its 
basic  and  clinical  research  into  the  means  to  prevent  cancer,  to 
find  efficient  and  effective  ways  to  detect  the  disease  early  when 
it  is  most  treatable,  and  to  assure  that  the  public  and 
professionals  alike  have  access  to  the  knowledge  and  tools  that 
can  reduce  the  burden  of  cancer.     The  following  areas  of  research 
and  application  are  projected  to  lead  to  significant  reductions  in 
cancer  mortality. 
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Risk  Assessment 

Descriptive  studies  by  NCI  staff  continue  to  examine  the 
characteristics  of  cancer  in  the  United  States,  with  emphasis  on 
geographic  patterns,  time  trends,  and  sexual  and  racial 
disparities.     For  example,  the  elevated  rates  of  oral  cancer  among 
women  in  the  southeastern  United  States  stimulated  studies  that 
identified  snuff  dipping,  a  longstanding  practice  in  the  rural 
south,  as  a  major  cause  of  this  cancer.     This  finding  prompted 
legislative  action  affecting  the  advertisement  and  labeling  of 
smokeless  tobacco,  as  well  as  educational  initiatives  about  its 
health  hazard. 

A  number  of  investigations  have  been  undertaken  due  to 
concerns  about  cancer  risks  associated  with  indoor  and  outdoor  air 
pollution.     Studies  by  NCI  and  other  groups  have  shown  a 
relationship  between  passive  smoking  and  lung  cancer,  particularly 
among  nonsmoking  women  married  to  smokers.     These  studies  indicate 
an  overall  risk  of  about  30  percent,  rising  to  70  percent  among 
those  most  heavily  exposed  to  environmental  tobacco  smoke  (ETS). 
These  findings  have  increased  public  awareness  of  the  hazards 
associated  with  the  inhalation  of  ETS,  and  have  influenced  public 
policy  regarding  the  regulation  of  smoking  in  public  places. 

Among  whites  the  incidence  of  malignant  melanoma  has 
increased  at  a  rate  4.4  percent  each  year  over  the  period  1973-87, 
giving  an  overall  increase  of  79  percent.     This  increase  has  been 
faster  than  for  any  other  major  cancer  in  whites.     Dysplastic  nevi 
have  been  identified  as  a  precursor  lesion  in  90  percent  of 
familial  melanomas  and  serves  as  a  marker  of  predisposition.  This 
finding  indicates  that  physicians  should  examine  all  available 
family  members  for  the  presence  of  nevi  and  melanoma,  and 
institute  periodic  medical  surveillance  and  preventive  measures  to 
reduce  sunlight  exposure  and  sunburns.     Studies  will  continue  to 
be  pursued  to  isolate  the  susceptibility  gene,  which  will  aid  in 
genetic  screening  for  predisposition  to  melanoma,  and  to  clarify 
the  array  of  environmental  and  host  factors  contributing  to 
melanoma . 

Esophageal  cancer  occurs  more  often  among  Chinese -Americans 
than  Caucasian  Americans.     Dietary  factors  will  be  evaluated  in 
Linxian,  China,  which  has  the  world's  highest  rates  of  this 
cancer.     In  collaboration  with  scientists  in  China,  a  large-scale, 
five-year  randomized  intervention  trial  is  in  its  final  stage  to 
evaluate  whether  certain  groups  of  vitamins  and  minerals  can 
inhibit  late-stage  progression  to  cancer  in  a  high-risk  population 
with  multiple  micronutrient  deficiencies. 

Chemoprevention 

The  goal  of  chemoprevention  is  the  inhibition  of 
carcinogenesis.     A  growing  body  of  epidemiologic,  basic  science 
and  clinical  trial  data  support  the  efficacy  and  merit  of 
chemoprevention  research.     Currently,  there  are  22  agents 
undergoing  clinical  testing,  250  agents  in  preclinical 
investigations  and  1,000  agents  under  study.     The  program  also 
includes  preclinical  studies  to  evaluate  the  toxicity  and  safety 
of  chemopreventive  agents  where  necessary.     The  program's  human 
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efficacy  trials  are  designed  to  determine  the  potential  for 
chemoprevention  methods  and  regimens  to  reduce  cancer  incidence  in 
the  aggregate  as  well  as  influence  the  incidence  of  specific 
cancers,   the  rate  of  regression  and/or  progression  of 
preneoplastic  changes,  and  changes  in  cellular  or  biochemical 
parameters  associated  with  tumor  regression  or  progression.  Study 
participants  are  varied  and  include  volunteers  from  the  general 
population;  populations  at  high  risk  for  cancer  because  of 
occupation,   lifestyle,  or  place  of  residence;  persons  with  pre- 
neoplastic lesions,  and/or  persons  with  previously  treated  cancer. 
A  number  of  these  trials  are  intermediate  endpoint  studies  and  are 
testing  biological  and  biochemical  parameters  which  may  serve  as 
surrogate  markers  for  cancer  endpoints  in  chemoprevention  trials. 

Several  ongoing  trials  focus  upon  those  at  high  risk  for  lung 
cancer.     One  such  trial  has  been  initiated  to  determine  whether 
markers  of  early  lung  carcinoma  can  be  identified  and  whether 
beta- carotene  can  modify  either  their  frequency  and/or 
progression.     In  another  trial,  participants  will  receive  the 
vitamin  A  derivative  13-cis  retinoic  acid  or  a  placebo  and  be 
evaluated  for  decreases  in  bronchial  squamous 

metaplasia/dysplasia ,   a  possible  precursor  lesion  of  lung  cancer. 

Nutrition  and  Cancer  Studies 

Because  as  much  as  25  to  35  percent  of  cancer  mortality  could 
be  related  to  diet,  nutrition  studies  seek  to  establish  an 
association  between  dietary  intake  of  fiber,  micro-  and 
macronutrients ,  vitamins,  minerals  or  other  food  stuffs  and  the 
prevention  or  development  of  cancer. 

The  diet  and  cancer  component  of  the  Cancer  Prevention 
Research  Program  combines  the  results  of  the  chemoprevention 
studies  along  with  epidemiological  research  to  test  the  role  of 
the  diet  and  nutrition  interventions  in  the  prevention  of  cancer. 
A  number  of  intervention  studies  have  been  initiated  in  three 
broad  areas,  including  etiologic  studies,  clinical  nutrition 
studies,  and  prevention  trials.     These  projects  represent 
collaborative  efforts  in  investigating  dietary,  nutritional,  and 
constitutional  factors  relating  to  cancer  prevention  and  Involve 
NCI  researchers  in  the  United  States  and  abroad.  Furthermore, 
nutrition  intervention  studies  testing  the  efficacy  of  multiple 
vitamins  and  minerals  in  the  prevention  of  esophageal  cancer 
mortality  are  continuing  in  an  NCI - sponsored  study  of  34,000 
subjects  in  China.     In  Finland  beta-carotene  and  vitamin  E  are 
being  tested  as  lung  cancer  chemopreventive  agents  among  29,000 
male  smokers.     In  the  United  States  a  synthetic  derivative  of 
vitamin  A,   13-cis  retinoic  acid,   is  being  used  in  a  clinical  trial 
in  this  country  to  prevent  recurrence  of  basal  cell  skin  cancers 
.among  approximately  1,000  persons  with  previous  tumors. 

Dietary  Intervention  to  Prevent  Cancer  Among  Women 

The  NCI  has  designed  a  dietary  intervention  trial  to  test 
whether  a  low- fat  diet  can  reduce  the  incidence  of  breast  and 
other  cancers  as  well  as  mortality  from  all  causes.     Prior  to 
launching  this  trial,   the  NCI  will  conduct  a  feasibility  study  to 
test  the  methods  for  dietary  change  among  a  broad  cross  -  section  of 
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the  American  population  including  minority  populations,  as  well  as 
those  less -educated,  and  the  poor.     The  feasibility  phase  is 
scheduled  to  be  completed  in  three  years,  and  if  the  trial  is 
proved  feasible,  NCI  expects  to  proceed  with  the  large-scale 
intervention  trial.     The  long-range  objective  of  the  full  trial, 
termed  the  Women's  Health  Trial,  is  to  determine  whether  a  low- fat 
dietary  pattern,  designed  to  reduce  total  fat  and  saturated  fat, 
and  to  increase  the  intake  of  fruits,  vegetables,  and  grain 
products,  can  decrease  the  incidence  of  cancer  in  postmenopausal 
women.     Primary  objectives  are  to  determine  whether  adoption  of  a 
low- fat  dietary  pattern  will  reduce  breast  cancer  incidence, 
reduce  combined  breast  cancer  and  colo-rectal  cancer  incidence, 
and  reduce  mortality  from  all  causes  including  coronary  heart 
disease , 

-  I-..        State  and  Local  Health  Departments 

State  and  local  health  departments  form  a  national 
infrastructure  through  which  cancer  prevention  and  control  efforts 
may  be  addressed.     They  have  the  statutory  responsibility  for  the 
health  of  the  community,  provide  direct  health  service  to  a 
significant  part  of  the  population,  have  a  particular  orientation 
to  the  health  needs  of  underserved  populations  who  may  have  a 
higher  than  average  cancer  risk  and  poorer  experience,  and  are 
experienced  in  working  with  a  broad  range  of  community  groups  and 
agencies . 

Since  1987,  NCI  has  funded  21  states  plus  Los  Angeles  County 
and  the  District  of  Columbia  to  build  their  cancer  control 
capacity  or  utilize  existing  data  resources  to  develop  a  state 
cancer  plan  and  to  initiate  interventions  based  on  that  plan.  In 
addition,  NCI  staff  have  provided  technical  assistance  in  such 
areas  as  planning,  program  development,  and  data  and  registry 
improvement.     Monthly  mailings  of  materials  related  to  cancer 
prevention  and  control  are  sent  to  each  of  the  50  state  health 
departments  and  the  District  of  Columbia.     In  addition,  NCI  staff 
collaborate  with  representatives  from  states  across  the  country  to 
produce  reports  for  guiding  public  health  agency  activities,  and 
for  developing  state  tobacco  prevention  and  control  plans,  and  for 
promoting  screening  mammography.     The  resulting  reports  have  been 
disseminated  to  key  cancer  control  individuals  in  every  state. 

Community  Intervention  Trial  for  Smoking  Cessation  (COMMIT) 

Results  from  intervention  research  trials  have  suggested  that 
community-based  and  sustained  programs  produce  larger,  more  cost- 
effective  treatment  results.     Therefore,   in  1988,   the  Community 
Intervention  Trial  for  Smoking  Cessation  (COMMIT)  began  the 
evaluation  of  a  four-year  community-based  intervention  protocol 
integrating  all  previous  trial  results.     The  trial  design  includes 
11  pairs  of  communities  located  in  western  Washington,  western 
Oregon,  northern  California,  New  Mexico,   Iowa,  North  Carolina, 
upstate  New  York,  metropolitan  New  York,  New  Jersey,  and 
Massachusetts  in  the  United  States  and  in  western  Ontario  in 
Canada.     Following  the  baseline  survey  in  early  1988,  one 
community  from  each  pair  was  selected  randomly  as  the  intervention 
site. 
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Across  the  eleven  intervention  communities,  COMMIT  involves 
more  than  two  million  people  with  particular  emphasis  on  the  heavy 
smokers  (25  or  more  cigarettes  a  day)  due  to  their  greater  cancer 
risk  and  their  difficulty  in  quitting.     The  four-year  intervention 
effort  has  involved  more  than  1,000  doctors,   700  dentists,  1,400 
worksites,   1,000  community  organizations,   250  media  outlets,  400 
schools,  60  cessation  service  providers,  and  almost  200,000 
smokers . 

The  American  Stop  Smoking  Intervention  Study  -  (ASSIST) 

While  significant  progress  was  made  in  the  1980' s  in  tobacco 
control,   the  major  reduction  in  tobacco  use  targeted  by  both  NCI 
and  the  Public  Health  Service  will  not  be  reached  without  an 
accelerated  effort.     Recognizing  this  need,  NCI  has  initiated  the 
American  Stop  Smoking  Intervention  Study  for  Cancer  Prevention 
(ASSIST).     ASSIST  is  a  large-scale  demonstration  project  conducted 
through  and  in  collaboration  with  health  departments  serving 
states  or  large  metropolitan  areas,  and  with  the  American  Cancer 
Society  (ACS).     In  each  of  the  selected  states  or  large 
metropolitan  areas,  comprehensive  smoking  prevention  and  control 
programs  are  planned  for  implementation  in  1992  to  disseminate  the 
best  available  tobacco  control  technologies  currently  available. 
The  potential  impact  of  ASSIST  will  depend  upon  the  size  and 
number  of  award  sites.     The  upper  estimates  for  the  program  are 
that  up  to  97  million  Americans,   including  27  million  smokers, 
could  be  reached  by  ASSIST.     Up  to  20  sites  will  be  funded  for  a 
24  month  planning  period  beginning  in  July  of  1991. 

Cancer  and  Minorities 

The  reduction  of  disproportionately  high  cancer  death  rates 
found  in  minority  and  medically  underserved  groups  continues  to  be 
a  major  focus  of  the  NCI.     These  populations  include  Black 
Americans,  Hispanics,  and  Native  Americans  (American  Indians, 
Alaska  Natives  and  Native  Hawaiians)  as  well  as  low- income  groups. 
I  have  personally  re-emphasized  NCI's  support  in  addressing  this 
issue  in  various  forums,   including  testimony  before  both  the  House 
and  the  Senate  Subcommittees  on  Appropriations. 

Lifestyle  factors  have  been  hypothesized  by  experts  as 
contributing  heavily  to  the  disproportionate  rate  of  deaths  from 
cancer  in  minority  and  medically  underserved  populations.     Some  of 
the  factors  implicated  are  tobacco  use  --  both  smoking  and 
smokeless  forms  of  tobacco,   alcohol,   diets  high  in  fat  and  low  in 
fiber,  occupational  risks,  and  patterns  of  care  related  to  early 
detection,  diagnosis,  and  treatment.     It  is  important  to  stress 
that  many  of  the  issues  discussed  here  are  linked  to  poverty  and 
the  special  circumstances  posed  by  poverty-driven  lifestyles.  For 
example,  young  people  from  diverse  minority  and  underserved  groups 
may  be  more  prone  to  begin  smoking  and  to  continue  to  do  so  for  a 
lifetime. 

NCI  supports  programs  targeting  special  high-risk  populations 
which  experience  excessive  cancer  rates  and  are  under-served  in 
terms  of  cancer  prevention  and  control  programs.     These  special 
high-risk  population  groups  include  Black  Americans,  Hispanics, 
Native  Americans  (American  Indians,  Alaskan  Natives,  Native 
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Hawaiians) ,  Asian-Americans,  under- served/low- income  groups  and 
blue -collar  workers.     Members  of  these  groups  have  unique 
circumstances  which  serve  as  barriers  to  receiving  quality  health 
care  services. 

Early  Detection 

The  goal  of  early  detection  research  is  to  increase  the 
impact  of  early  detection  on  cancer  morbidity  and  mortality. 
Emphasis  is  also  placed  on  efforts  to  achieve  application  of  early 
cancer  detection  in  medical  practice  and  to  evaluate  the  impact  of 
such  practices.     Research  initiatives  on  new  methods  and 
approaches  in  early  detection  are  undertaken  with  the  goal  of 
extending  this  research  to  comparative  trials  in  high-risk  groups, 
and  in  other  defined  populations.     New  evaluation  endpoints,  the 
surveillance  of  trends  in  the  use  of  early  detection  methods,  and 
the  development  of  strategies  for  clinical  education  are  ongoing 
goals  of  the  program. 

Recent  findings  from  genetic  studies  have  opened  up  the 
possibility  of  identifying  high-risk  groups  and  developing 
surveillance  strategies  for  the  early  detection  of  disease,  most 
notably  in  the  area  of  colo-rectal  cancer.     Genetic  and 
biochemical  markers,   for  example,   the  use  of  the  marker  CA125  to 
detect  ovarian  cancer,  enhance  the  possibilities  of  early 
detection  in  cancers  previously  resistant  to  such  efforts. 
Success  in  the  standardization  of  nomenclature  in  the  reporting  of 
test  results,  as  in  the  widely  accepted  Bethesda  System  of  Pap 
Smear  reporting,  will  result  in  more  accurate  early  detection  and 
treatment.  .    ..^  . 

-     Community  Clinical  Oncology 

The  Community  Clinical  Oncology  Program  (CCOP)  is  a  network 
of  community  cancer  specialists,  primary  care  physicians,  and 
other  health  care  professionals  who  conduct  both  clinical 
treatment  research  and  cancer  prevention  and  control  research 
studies  in  the  areas  of  early  detection  and  screening, 
chemoprevention,   smoking,  patient  management,   continuing  care,  and 
rehabilitation. 

In  June  1990,  51  community  programs  in  29  states  were  funded 
through  the  CCOP  with  awards  varying  in  length  from  three  to  five 
years.     The  current  program  involves  over  three  hundred  hospitals 
and  2,100  physicians.     Approximately  5,000  patients  per  year  are 
entered  onto  treatment  clinical  trials  through  the  CCOP  Program, 
which  represents  about  one -third  of  the  Phase  III  annual  accrual 
to  NCI -approved  randomized  clinical  trials.     In  addition,  the  CCOP 
contributes  substantially  to  the  NCI's  effort  to  increase  accrual 
to  high  priority  intervention  trials.     The  development  of  cancer 
prevention  and  control  research  in  the  CCOP  network  has  been 
increasing  steadily  since  funding  for  this  effort  was  begun  in 
1987,  with  approximately  7,000  patients/subjects  enrolled  annually 
in  cancer  prevention  and  control  studies. 
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Minority-Based  Community  Clinical  Oncology  Program 

Since  the  CCOP  model  is  an  effective  mechanism  for  linking 
investigators  and  their  institutions  with  the  clinical  trials 
network,  a  Minority-Based  CCOP  (MBCCOP)  was  initiated  to  provide 
minority  cancer  patients  with  access  to  state-of-the-art  cancer 
treatment  and  control  technology.     Twelve  programs  with  greater 
than  50  percent  of  new  cancer  patients  from  minority  populations 
were  funded  for  three  years,  beginning  in  1990.     Through  this 
effort,  NCI  aims  to  meet  a  need  of  minority  cancer  patients  and 
individuals  at  risk  for  cancer  by  establishing  a  system  of 
oncology  programs  for  participation  in  research  trials  through  the 
NCI  network. 

The  Surveillance  Program 

Using  its  Surveillance,  Epidemiology  and  End  Results  (SEER) 
database,  NCI's  Surveillance  Program  tracks  cancer  incidence  and 
survival  rates  throughout  the  country  to  identify  regions  where 
progress  has  been  made  as  well  as  areas  where  problems  remain. 
This  tracking  system  provides  the  information  necessary  for 
program  planning  not  only  for  the  Institute  but  for  the  Nation  as 
a  whole. 

Equally  as  important,  SEER  has  proven  to  be  an  important  tool 
for  the  collection  and  analysis  of  data  specific  to  minority 
populations.     NCI  has  significantly  expanded  its  efforts  and 
improved  its  ability  to  monitor  cancer  incidence,  mortality,  and 
survival  among  Black  Americans,  Hispanics,  and  rural  populations. 
For  example,   the  1992  Cancer  Control  Supplement  to  the  National 
Health  Interview  Survey  (NHIS)   is  an  additional  sampling  of 
Hispanics.     These  data  will  provide  a  more  precise  estimate  of 
cancer  screening  knowledge  and  practices,  dietary  intake,  smoking 
habits  and  attitudes,   and  medical  care  for  approximately  5,000 
Hispanic  adults.     Coupled  with  comparable  data  from  the  1987  NHIS 
Cancer  Control  Supplement,   the  Nation  will  have  information  with 
v/hich  to  measure  change  in  the  prevalence  of  cancer  risk  factors 
for  this  population  subgroup. 

CANCER  AND  DIET 

Question.     Past  NCI  Director  Arthur  Upton  said  in  1979  that 
up  to  50  percent  of  human  cancer  may  be  associated  with  dietary 
factors.     Does  NCI  still  subscribe  to  the  estimate?     If  not,  what 
percentage  of  cancers  are  linked  with  diet?     Does  NCI's  degree  of 
support  for  nutrition  related  research  match  the  current 
scientific  estimate  of  the  important  role  of  nutrition  and  cancer? 

Answer.     Evidence  began  accumulating  in  the  60 's  and  70 's 
I    strongly  suggesting  that  diet  was  strongly  implicated  in  certain 
I   cancers.     Dr.  Upton  made  his  estimate  in  1979,  but  in  1981  a  now 

widely  referenced  study  hypothesized  that  from  10  to  70  percent  of 
j   cancer  deaths  could  be  attributed  to  diet,  with  a  "best  estimate" 
1   of  35  percent.     Not  all  scientists  accept  this  estimate,  but  a 
'   relationship  of  diet  to  cancer  is  well-established.     If  accurate, 

the  effect  of  diet  ,is  roughly  the  same  as  the  impact  of  cigarette 

smoking,  and  potentially  an  even  larger  effect. 
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Shortly  after  publication  of  the  study,  the  National  Research 
Council  produced  an  NCI -sponsored  report  summarizing  the  growing 
evidence  of  a  relationship  between  diet  and  cancer.     During  this 
period,  NCI  had  increased  its  emphasis  in  cancer  prevention  with  a 
particular  focus  on  understanding  the  role  of  diet  in  cancer  and 
identifying  ways  to  reduce  cancer  incidence.     It  is  worth 
stressing,  however,  that  while  many  scientists  believe  that  diet 
plays  a  role  in  cancer,  there  are  uncertainties  about  the  precise 
role  of  total  calories,  fiber,  and  other  dietary  factors.  Not 
surprisingly,   there  also  are  divergent  views  among  respected 
scientists  about  the  best  research  approaches  to  address  these 
uncertainties . 

The  accumulation  of  evidence  regarding  fat  and  cancer,  and 
other  evidence  regarding  the  potentially  protective  effects  of 
increased  dietary  fiber,  led  NCI  to  establish  interim  dietary 
guidelines  suggesting  that  Americans  consume  no  more  than  30 
percent  of  their  calories  from  fat  and  that  they  increase  their 
dietary  fiber  from  approximately  10  grams  per  day  to  between  20  to 
30  grams  per  day.     These  guidelines  were  prudent  actions  based  on 
laboratory,  animal,  and  epidemiologic  studies.     Recently  the 
Department  of  Health  and  Human  Services  (DHHS)  published 
nutritional  guidelines  carrying  the  same  recommendations,  and  for 
the  first  time,  the  Department  is  now  specifying  the  30  percent 
figure  for  daily  fat  intake  in  its  publications. 

NCI's  support  of  nutrition  research  and  training  is 
substantial,   increasing  from  a  total  of  $52.7  million  in  FY  1987 
to  $67.0  million  in  1990  for  all  nutrition- related  research.  The 
figure  may  increase  substantially  if  NCI,  in  cooperation  with  the 
National  Heart,  Lung,  and  Blood  Institute,  proceeds  with  a  low- fat 
dietary  inter-zention  trial  to  reduce  breast  cancer,  colorectal 
cancer  and  cardiovascular  disease.     The  trial  will  last  some  ten 
years  and  cost  over  $100  million.     The  decision  to  move  forward 
hinges  on  the  results  of  an  ongoing  feasibility  study  to  test  the 
methods  for  dietary  change  among  minority,  less -educated,  the 
poor,  and  the  general  populations.     If  the  dietary  change  proves 
feasible,  we  would  consider  moving  forward  with  a  full-scale 
trial. 

REDUCTION  OF  CANCER  MORTALITY 

Question.     Do  you  still  believe  that  NCI  will  attain  its  goal 
of  a  50  percent  reduction  in  cancer  mortality  by  the  year  2000? 
If  so,  please  show  in  a  detailed  way  how  NCI  intends  to  achieve 
that  goal  in  less  than  nine  years.     If  not,  what  reallocation  of 
NCI  resources  do  you  purpose  to  attain  this  goal? 

Answer.     Our  most  recent  mortality  data  is  for  1988  and,  for 
the  period  1985-1988,  we  see  little  change  in  the  overall 
mortality  from  cancer,  but  very  significant  changes  in  some 
cancers  (recent  data  on  lung  cancer  among  males,  colorectal  cancer 
incidence  and  mortality,  cancer  mortality  among  those  under  age 
65,  and  breast  cancer  mortality  among  those  under  age  50). 
However,  there  has  been  not  been  sufficient  time  to  reflect  the 
impact  of  changes  since  1985  in  smoking,  nor  the  impact  of 
increased  screening  for  breast  and  cervical  cancer,  nor  changes  in 
diet.     Therefore,  in  evaluating  the  progress  toward  achieving  the 
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cancer  control  objectives,  we  must  rely,  at  this  point  in  time,  on 
behavioral  data. 

In  1985,  NCI  established  six  cancer  control  objectives.  Our 
purpose  was  to  define  those  activities  that  -  -  based  on  current 
knowledge  --  would  lead  to  significant  reductions  in  the  morbidity 
and  mortality  from  cancer.     Recently  these  objectives  have  been 
incorporated  into  the  Department  of  Health  and  Human  Services 
prevention  objectives  known  as  "Healthy  People/2000." 

NCI's  objectives  call  for  significant  smoking  reduction  to 
less  than  half  the  level  of  1985,  a  decrease  in  dietary  fat  to  30 
percent  of  calories,  an  increase  in  dietary  fiber  to  between  20  to 
30  grams  per  day,  a  substantial  increase  in  breast  and  cervical 
cancer  screening,  and  an  increase  in  the  use  of  state-of-the-art 
treatment.     We  estimated  in  our  report  that,  with  full  achievement 
of  these  objectives,  mortality  could  be  reduced  by  25  percent  and 
by  50  percent  if  we  increase  the  rate  of  progress  in  our 
development  of  new  treatments. 

In  1992,   through  the  National  Health  Interview  Survey 
conducted  by  the  National  Center  for  Health  Statistics,  under  co- 
sponsorship  of  the  National  Cancer  Institute,  we  will  obtain 
national  estimates  of  smoking  rates,  dietary  patterns,  and 
screening  behavior.     From  these  figures  we  will  be  able  to  gain 
our  most  precise  assessment  of  progress  toward  the  Year  2000 
goals.     The  most  recent  National  Health  Interview  Survey  that 
stressed  cancer  control  was  conducted  in  1987.  -^j 

In  1987  some  32  percent  of  males  smoked  as  did  27  percent  of 
females.     These  figures  were  down  significantly  from  the  1965 
figures  of  52  percent  for  males,  but  down  only  7  percent  from  the 
1965  figure  of  34  percent  for  females.     State  trends  seem  to 
indicate  that  the  smoking  figures  are  continuing  to  drop,  and  in 
1992  we  will  be  able  to  assess  progress  from  a  national  sample. 
Turning  to  breast  cancer  screening,  we  believe  there  has  been 
considerable  progress  since  1987.     In  1987,  only  36  percent  of 
women  over  40  had  had  a  mammogram.     From  smaller  surveys  conducted 
in  1989  and  1990,  we  believe  that  figure  to  be  at  least  60  percent 
today.     Although  this  is  a  considerable  improvement,  we  need  to 
determine  whether  breast  cancer  screening  has  become  routine 
practice.     It  is  only  through  periodic  screening,  rigorously 
i     adhered  to,   that  we  can  hope  to  achieve  the  full  potential  of 
I     screening:     a  reduction  in  breast  cancer  mortality  rate  by  30 
I     percent.     Data  from  NCI's  cancer  database,   the  Surveillance, 
Epidemiology,  and  End  Results  Program,  strongly  suggests  that 
screening  for  cervical  cancer  is  continuing,  and  correspondingly, 
the  cervical  cancer  mortality  rates  are  continuing  to  decline.  It 
is  this  same  database  that  shows  that  lung  cancer  incidence  rates 
for  males  appear  to  be  on  the  decline. 

We  see  other  hopeful  signs  in  the  rates  of  colorectal  cancer. 

I     After  decades  of  an  increase  in  colorectal  cancer  incidence,  the 
rate  appears  to  have  peaked,  the  last  several  years  showing  a 
significant  decline.     While  this  does  not  confirm  a  new  trend  in 
colorectal  cancer  incidence,  it  does  correlate  with  what  we 
believe  to  be  recent  dietary  patterns  associated  with  the 

.     increased  intake  of  fiber  and  a  reduction  in  fat.     The  long  terra 
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trends  in  colorectal  cancer  mortality  show  a  continuing  decline, 
correlating  with  improvements  in  detection  and  in  treatment. 

To  meet  the  Healthy  People/2000  objectives,   it  Is  essential 
that  we  transfer  the  results  of  research  as  fully  and  as 
expeditiously  as  possible.     Our  task  is  to  forge  partnerships  with 
other  Federal  agencies,  and  with  the  public  and  private  sectors. 
To  fully  effect  this  transfer,  NCI  has  developed  a  number  of 
approaches  keyed  to  particular  risk  factors,  behaviors,  and 
population  groups,  and  all  involving  the  broad  public  and  private 
sectors  who,  working  together,  will  help  to  achieve  these 
objectives. 

For  instance,  NCI  has  launched  the  America  Stop  Smoking 
Intervention  Trial  (ASSIST) ,  a  nationwide  study  to  apply  the 
results  of  a  decade  of  smoking  research  in  some  20  communities 
across  the  country.     The  effort  has  the  potential  to  reach  50 
million  Americans  and  accelerate  the  smoking  quit  rates.  Perhaps 
even  more  important,   the  program  may  be  a  model  for  programs  aimed 
at  the  other  components  of  cancer  control. 

Together  with  the  Centers  for  Disease  Control  and  the  Food 
and  Drug  Administration,  we  have  developed  a  National  Plan  for 
Breast  and  Cervical  Cancer  Screening  aimed  at  achieving  the  breast 
and  cervix  cancer  control  objectives.     Representatives  from  state 
and  local  government,  academe,  and  a  variety  of  public  and  private 
sector  agencies  participated  in  two  national  meetings  held  to 
assist  in  development  of  the  plan. 

Directing  cancer  prevention  and  control  efforts  at  those  who 
suffer  most  or  disproportionately  from  cancer  is  a  cornerstone  of 
the  program.     The  National  Black  Leadership  Initiative  on  Cancer 
(NBLIC)  was  established  by  the  National  Cancer  Advisory  Board  and 
NCI  in  late  1987  and  is  a  continuing  activity.     The  purpose  of 
this  health  education  initiative  is  to  solicit  the  assistance  of 
Black  Americans  who  are  leaders  in  the  business,  civic,  religious, 
and  lay  communities  to  develop  coalitions  to  promote  NCI's  cancer 
prevention  and  control  goals  and  to  stimulate  the  involvement  of 
the  Black  American  community  in  this  effort.     Among  the  NBLIC 's 
priorities  are  the  promotion  of  smoking  cessation,  diet 
modification,  and  early  detection,  screening  and  treatment.  Given 
the  success  of  the  NBLIC,  NCI  is  using  this  established  format  to 
develop  similar  initiatives  for  both  the  Hispanic  and  Appalachian 
populations . 

These  are  but  a  few  examples  of  NCI's  initiatives  aimed  at 
the  full  application  of  our  knowledge.     If  the  Nation  were  to  quit 
smoking  tomorrow,   fully  adopt  the  breast  and  cervical  cancer 
screening  guidelines,  reduce  fat  in  the  diet  to  30  percent  of 
calories,   increase  fiber  as  recommended,  and  fully  apply  all  of 
our  existing  knowledge  regarding  treatment,  we  believe  that  we 
would  see,  by  the  end  of  this  decade,  a  significant  reduction  in 
cancer  mortality.     Although  we  cannot  achieve  the  needed  public 
and  health  profession  behavior  changes  overnight  (it  has  taken 
some  25  years  to  reduce  the  prevalence  of  smoking  among  males  from 
52  percent  to  32  percent) ,  we  believe  the  Nation  can  reduce  its 
cancer  mortality. 
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It  is  essential  to  note,  as  well,   the  role  of  the  NCI's 
research  program  in  reducing  the  toll  of  cancer.     It  is  only 
through  the  joint  pursuit  of  basic  and  applied  research,  along 
with  etiology  and  epidemiology,  prevention  and  treatment  research, 
and  research  training  that  we  will  conquer  this  disease.  The 
results  of  this  program  have  been  startling  in  our  new  knowledge 
of  the  most  fundamental  processes  of  the  cancer  cell,  and  in  their 
integration  into  new  cancer  treatments,  new  detection  methods,  and 
cancer  prevention  research.     Cancer  prevention,  which  once  seemed 
impossible,  is  now  a  realistic  goal  of  our  research  program. 

NCI  remains  committed  to  our  cancer  control  objectives  and  is 
confident  both  of  their  achievement  and  the  concomitant  reduction 
in  cancer  mortality. 


Question.     Please  provide  a  line  item  budget  with  full 
abstracts  for  current  and  proposed  NCI  funding  in  the  following 
areas : 


A.     Cancer  Prevention 

1.  Diet 

2.  Lifestyle 

3.  Reducing  environmental  carcinogens  in  air, 
water,   food,  and  the  workplace 


Answer.     NCI  supports  primary  prevention  activities  which 
encompass  a  variety  of  research  areas.     Activities  in  the  areas  of 
diet  and  nutrition,  lifestyle  and  environmental  carcinogenesis  are 
highlighted  below.     Funding  for  primary  prevention  efforts  is  as 
follows : 


Evidence  continues  to  accumulate  from  epidemiologic  and 
experimental  studies  that  nutritional  factors  contribute  to  a 
significant  portion  of  cancers  in  humans.     Animal  studies,  which 
are  used  to  investigate  mechanisms  of  action,  consistently 
indicate  that  diet  and  nutrition  have  significant  impact  on  tumor 
risk  in  the  promotion  and  progression  of  carcinogenesis.  Human 
evidence  for  the  role  of  dietary  and  nutritional  factors  comes 
from  large  international  variations  of  cancer  incidence,  from 
studies  of  migrants,  and  from  case-control  and  cohort  studies. 

NCI's  diet  and  nutrition  program  conducts  research  in 
nutritional  and  molecular  regulation,  prevention-related 
epidemiology,  clinical  trials  and  nutrition  studies.     The  program 
identifies  and  validates  cancer-preventive  dietary  patterns;  and, 
through  the  information  dissemination  channels  of  the  NCI, 
encourages  changes  to  the  dietary  patterns  of  the  American  public. 


CANCER  PREVENTION 


F/  1990 
FY  1991 
FY  1992 


$260  million 
$280  million 
$295  million 


DIET  AND  NUTRITION 


Research  in  diet  and  nutrition  comprise  four  distinct  areas: 
etiologic  and  epidemiologic  studies;  clinical  nutrition  studies; 
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clinical  trials;  and    expansion  of  the  knowledge  base  on  diet  and 
cancer.     These  four  areas  of  study  are  interrelated  and  together 
provide  for  a  comprehensive  research  program  on  diet,  nutrition 
and  cancer.     Examples  of  diet  and  nutrition  studies  are  described 
below: 

Breast  cancer  mortality  rates  among  women  in  China  and  Japan 
are  about  one -fifth  those  of  white  American  women.     When  Asian 
women  migrate  to  the  United  States,  however,  their  rates  of  breast 
cancer  rise  over  several  generations  to  those  prevailing  among 
Caucasian  women.     The  rising  trend  is  suspected  to  be  related  to 
the  gradual  adoption  of  a  Western  diet,  which  is  high  in  fat, 
calories,  meat,  and  dairy  products.     This  hypothesis  is  being 
tested  in  a  population-based  case-control  study  of  breast  cancer 
among  Asian-American  women  living  in  the  United  States.  Extensive 
information  on  diet,  physical  activity,  growth,  and  body  size  will 
be  evaluated  to  assess  the  role  of  nutrition  in  childhood, 
adolescence,  and  adult  life. 

Breast  cancer  incidence  rates  in  the  United  States  have  been 
increasing  at  a  rate  of  1-2  percent  per  year  for  the  past  20 
years,  mainly  among  postmenopausal  women.     However,   in  the  past 
few  years,   the  increase  has  been  3-4  percent  and  predominantly 
among  premenopausal  women.     Several  possible  explanations  for  this 
increase  are  being  investigated  in  a  case -control  study  of 
premenopausal  breast  cancer  initiated  this  year.     Information  is 
being  collected  on  diet,  alcohol  consumption  patterns  and  body 
size  at  various  times  in  life.     Anthropometry  and  biochemical 
measurements  are  being  used  in  both  breast  cancer  studies  to 
complement  the  dietary  information. 

Endometrial  and  ovarian  cancer,  like  breast  cancer,  are 
highly  correlated  with  dietary  fat  in  international  comparisons. 
However,  few  careful  studies  of  these  cancers  have  been  conducted 
to  disentangle  the  effects  of  obesity,  total  calories,  fat, 
saturated  fat,  and  low  fruit  and  vegetable  consumption.  Obesity, 
patterns  of  weight  gain  as  an  adult,  body  fat  distribution, 
dietary  patterns  and  fat  cell  biochemistry  will  be  correlated  with 
hormone  levels  and  endometrial  cancer  risk  in  another  NCI  study. 
In  an  ovarian  cancer  study,  the  interaction  of  diet,  genetics, 
reproductive  factors  and  hormone  use  will  be  investigated.  These 
studies  will  be  important  in  understanding  the  origins  of  breast 
and  genital  cancers,  and  therefore  the  means  to  prevent  them. 

Efforts  are  underway  to  study  the  role  of  nutrition  for 
tumors  that  occur  in  excess  among  Black  Americans.  Specifically, 
prostate,  pancreatic,  and  esophageal  cancers  and  multiple  myeloma 
are  being  investigated  in  a  large  multicenter  case-control  study. 
Emphasis  is  being  placed  on  whether  dietary  factors  can  explain, 
at  least  partially,  the  higher  rates  of  these  cancers  among  Black 
American. 

While  tobacco  smoking  remains  the  major  cause  of  lung  cancer, 
evidence  is  accumulating  that  other  environmental  and  host  factors 
influence  the  risk.     Several  studies  of  lung  cancer  have 
demonstrated  a  protective  effect  associated  with  the  intake  of 
fresh  fruits  and  vegetables.     Whatever  the  mechanism,   the  current 
evidence  is  sufficiently  strong  and  well -documented  to  warrant 
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public  health  reconunendations  regarding  the  cancer- inhibiting 
potential  of  fresh  fruits  and  vegetables.     Studies  continue  to 
assess  the  relation  of  these  foods,  and  their  specific 
constituents,   to  the  risk  of  a  variety  of  cancers. 

An  NCI  study,   in  an  area  of  China  whose  population  is  at  high 
risk  for  stomach  cancer,  noted  protective  effects  for  vegetables 
of  the  allium  class,  including  garlic  and  onions.     This  year,  a 
case-control  study  of  stomach  cancer  in  high-  and  low-risk  areas 
of  Italy  also  revealed  protective  effects  related  to  the  intake  of 
garlic  and  other  fresh  vegetables,  with  both  types  of  the  major 
histologic  types  of  stomach  cancer  being  affected.     A  follow-up 
study  is  assessing  the  role  of  diet  on  precancerous  lesions  of  the 
stomach  (i.e.,  chronic  atrophic  gastritis,   intestinal  metaplasia, 
and  dysplasia)  in  the  high-risk  area  of  China. 

Esophageal  cancer  also  occurs  more  often  among 
Chinese -Americans  than  Caucasian  Americans.     Dietary  factors  will 
be  evaluated  in  Linxian,  China,  which  has  the  world's  highest 
rates  of  this  cancer.     In  collaboration  with  scientists  in  China, 
a  large-scale,  five-year  randomized  intervention  trial  is  underway 
to  evaluate  whether  certain  groups  of  vitamins  and  minerals  can 
inhibit  late-stage  progression  to  cancer  in  a  high-risk  population 
with  multiple  micronutrient  deficiencies. 

Results  of  many  epidemiologic  and  animal  studies  suggest  that 
diet  is  an  important  risk  factor  in  colon  cancer.     Since  a 
randomized  controlled  trial  with  colon  cancer  as  an  endpoint  could 
require  a  sample  size  greater  than  100,000,  an  alternative 
approach  is  to  study  the  recurrence  rate  of  adenomatous  colonic 
polyps.     These  polyps  are  suspected  as  precursor  lesions  of  colon 
cancer  and  are  easy  to  detect.     Initiatives  are  underway  to 
examine  the  effect  of  a  low- fat,  high- fiber  diet  on  the  recurrence 
rate  of  adenomatous  polyps.     This  randomized  controlled  trial  will 
require  an  estimated  sample  size  of  less  than  2,000. 

The  National  Cancer  Advisory  Board  recommended  that  the  NCI 
conduct  a  feasibility  study  to  develop  the  methods  for  achieving 
dietary  change  among  minority  and  less  educated  women,  along  with 
further  consideration  of  intervention  methods  for  non-minority 
participants.     This  phase  is  scheduled  to  be  completed  in  three 
years.     Should  the  study  prove  to  be  successful,  NCI  will  initiate 
the  Women's  health  Trial,  with  the  overall  long  range  objective  of 
determining  whether  a  low  fat  dietary  pattern,  designed  to  reduce 
total  fat  and  saturated  fat,  and  to  increase  the  intake  of  fruits, 
vegetables,  and  grain  products,  can  decrease  the  incidence  of 
cancer  in  postmenopausal  women.     Primary  objectives  are  to 
determine  whether  adoption  of  a  low  fat  dietary  pattern  will 
reduce  breast  cancer  incidence,  reduce  combined  breast  cancer  and 
colo-rectal  cancer  incidence,  and  reduce  total  mortality  including 
coronary  heart  disease. 

The  important  relationship  of  diet  and  nutrition  in  the 
development  of  cancer  has  become  well  known  through  various 
research  efforts.     Laboratory  studies  have  shown  a  cancer 
inhibitory  function  for  various  natural  and  synthetic  nutrients  in 
various  models.     These  studies  have  been  corroborated  by  human 
epidemiologic  studies  of  nutrient  intake,   tissue  levels,  and 
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cancer  incidence.     The  objectives  of  these  etiologic  studies  are 
to:    (a)  assess  the  role  of  fats,  selenium,  and  vitamins  A,  E,  and 
C  in  breast  cancer  development;  and  (b)  evaluate  the  relation  of 
intake  of  various  nutrients  to  subsequent  cancer,  particularly 
breast,  colon,  and  lung. 

LIFESTYLE 

Dietary  changes  - -particularly  toward  lower  fat  and  higher 
fiber  diets- -are  believed  to  have  considerable  potential  to  reduce 
cancer;  but  the  most  effective  means  to  effect  these  recommended 
changes  needs  research.     One  example  of  current  research  is  the 
NCI/Giant  Food  Project  designed  to  test  how  consumer  information 
about  the  relationship  between  diet,  cancer  and  other  chronic 
diseases,  such  as  informational  brochures,   in- store  displays, 
shelf  labeling  and  mass  media  campaigns,  affects  food  purchasing 
habits.     The  results  from  this  project  are  anticipated  by  the  end 
of  1991. 

The  current  NCI/Giant  Foods  project  on  the  effectiveness  of 
point-of -purchase  dietary  information  is  planned  for  expansion  and 
dissemination  to  more  food  and  diet-related  channels.  This 
project  will  involve  work  with  private  agencies,   including  food, 
drug  and  health-related  firms  and  trade  associations,   to  improve 
cancer  prevention  and  control  outcomes  through  product 
modifications  and  marketing  practices  designed  to  encourage 
consumer  behavior  consistent  with  cancer  prevention. 

Working  with  produce  growers,  The  California  Department  of 
Health  has  launched  a  statewide  community  and  media  promotion, 
"5-A-Day-For  Better  Health",   to  increase  consumption  of  fruits  and 
vegetables.     Print  and  electronic  advertising,  bag  stuffers,  food 
demonstration  and  recipes  are  among  the  wide  range  of  project 
activities.     NCI  is  considering  expanding  this  to  a  national 
campaign.        -       ---        :  -     -v-  • 

NCI  continues  to  study  the  health  risks  and  benefits 
associated  with  hormonal  replacement  therapy  (HRT).     In  a  study  of 
breast  and  endometrial  cancers  in  Sweden,  positive  trends  with 
increasing  total  duration  of  estrogen  treatment  were  found  for 
both  cancers.     The  risk  for  breast  cancer  was  not  changed  with  the 
addition  of  cyclic  progestins  to  the  treatment  regime.  However, 
no  significant  risk  for  endometrial  cancer  occurred  when  estrogen 
was  opposed  by  progestins.     Studies  will  continue  to  evaluate  the 
risk  and  benefits  (e.g.,  prevention  of  osteoporosis  and 
cardiovascular  disease)  of  HRT,  providing  baseline  data  for 
policy-making  in  this  important  area  of  public  health. 

Analyses  of  data  from  the  Surveillance,  Epidemiology  and  End 
Results  (SEER)  program,  which  covers  cancer  registration  for  about 
10  percent  of  the  U.S.  population,  revealed  rising  trends  in  the 
incidence  of  adenocarcinomas  of  the  esophagus  and  gastric  cardia. 
The  increases  averaged  4-10  percent  per  year  from  1976  to  1987, 
exceeding  those  of  any  other  cancer.     The  cancers 
disproportionately  affected  white  males,  and  rarely  occurred  in 
women.     By  the  mid-1980's,  adenocarcinomas  accounted  for  about 
one- third  of  all  esophageal  cancers,  while  cardia  cancers 
accounted  for  about  one -half  of  all  stomach  cancers  with  specified 
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subsites  among  white  males.     A  new  initiative  will  investigate  the 
rising  incidence  and  unusual  demographic  patterns  of  these  poorly 
understood  cancers,   including  the  role  of  lifestyle. 

Among  whites  the  incidence  of  malignant  melanoma  has 
increased  at  a  rate  4.4  percent  each  year  over  the  period  1973-87, 
giving  an  overall  increase  of  79  percent.     This  increase  has  been 
faster  than  for  any  other  major  cancer  in  whites.     Dysplastic  nevi 
have  been  identified  as  a  precursor  lesion  in  90  percent  of 
familial  melanomas  and  serves  as  a  marker  of  predisposition.  This 
finding  indicates  that  physicians  should  examine  all  available 
family  members  for  the  presence  of  nevi  and  melanoma,  and 
institute  periodic  medical  surveillance  and  preventive  measures  to 
reduce  sunlight  exposure  and  sunburns.     Studies  will  continue  to 
be  pursued  to  isolate  the  susceptibility  gene,  which  will  aid  in 
genetic  screening  for  predisposition  to  melanoma,  and  to  clarify 
the  array  of  environmental  and  host  factors  contributing  to 
melanoma. 

NCI  is  also  involved  in  designing  and  identifying  the  most 
effective  strategies  for  bringing  cancer  methods  and  information 
to  the  public  and  to  the  nation's  health  care  professionals.  The 
research  identifies  and  develops  strategies  to  surmount  the 
barriers  limiting  the  full  transfer  of  new  scientific  results  to 
practice.     Objectives  are  also  designed  to  foster  cancer  control 
research  across  the  country  utilizing  state  and  local  health 
authorities  in  developing  cancer  control  plans  for  their  regions 
and  making  maximal  use  of  existing  data  on  cancer. 

Staff  working  in  public  health  agencies  or  in  offices  and 
clinics  who  serve  public  health  populations  need  the  benefit  of 
training,   tested  intervention' materials  and  office  systems  to 
properly  use  such  materials.  The  ethnic  and  low  literacy 
initiative  involves  the  development  of  nutrition  materials  by 
Hispanic,   Black,  Asian,  Native  American,  Hawaiian  professionals 
for  use  in  physician  offices  and  clinics  serving  these 
populations.     Initial  materials  are  expected  in  1991.     A  primary 
care  nutrition  guide  is  completed  and  ready  for  assessment. 

A  program  entitled  Prescribe  for  Health  is  designed  to 
increase  the  adoption  and  continued  use  of  screening  tests  by 
primary  care  providers.     This  program  will  work  through 
intermediary  organizations   --  organizations  with  influence  over 
the  routine  practice  of  primary  care  medicine  --  such  as  Health 
Maintenance  Organizations,  professional  societies,  and  medical 
insurance  companies.     The  two  screening  activities  required  for 
initial  implementation  will  be  breast  and  cervical  screening.  Two 
additional  screening  practices  will  be  added  as  the  program 
develops.     The  target  population  for  the  products  of  the  study 
will  be  persons  who  visit  primary  care  physicians,  covering  over 
70  percent  of  the  United  States  population  each  year.     It  is 
anticipated  that  a  successful  demonstration  during  this  effort 
will  become  a  wider  application  activity. 

Studies  by  NCI  and  other  groups  have  shown  a  relation  between 
exposure  to  environmental  tobacco  smoke  (ETS)  and  lung  cancer, 
particularly  among  nonsmoking  women  married  to  smokers.  These 
findings  have  increased  public  awareness  of  the  hazards  associated 
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with  ETS ,  and  have  influenced  public  policy  regarding  the 
regulation  of  smoking  in  public  places.     Further  studies  are 
planned  to  evaluate  the  risks  of  ETS  and  other  environmental 
pollutants  in  the  etiology  of  respiratory  cancer. 

The  Community  Intervention  Trial  For  Smoking  Cessation 
(COMMIT)  is  the  largest  smoking  intervention  study  in  the  world, 
involving  some  two  million  people  directly,  and  millions  more 
indirectly.     COMMIT  is  testing  whether  a  community-based 
intervention  protocol  can  be  effectively  disseminated  nationwide 
to  meet  NCI's  year  2000  objective  to  reduce  smoking  prevalence. 
The  COMMIT  design  involves  11  pairs  of  communities  in  North 
America  that  were  matched  in  size,  demographics,  and  location. 

The  American  Stop  Smoking  Intervention  Study  for  Cancer 
Prevention  (ASSIST)  represents  a  collaborative  effort  between  the 
National  Cancer  Institute,  the  American  Cancer  Society,  State  and 
local  health  departments  and  other  voluntary  organizations  to 
develop  comprehensive  tobacco  control  programs  in  up  to  20  states 
and  metropolitan  areas.     The  ASSIST  intervention  model  is  based  on 
proven  smoking  prevention  and  control  methods  developed  within  the 
National  Cancer  Institute's  intervention  trials  and  other  smoking 
and  behavioral  research.     The  purpose  of  ASSIST  is  to  demonstrate 
that  the  wide-spread,  coordinated  application  of  the  best 
available  strategies  to  prevent  and  control  tobacco  use  will 
significantly  accelerate  the  current  downward  trend  in  smoking  and 
tobacco  use,   thereby  reducing  the  number  and  rate  of 
tobacco-related  cancers  in  the  United  States. 

The  "Tobacco  Policy  Interventions  in  Northwest  Indian  Tribes" 
project  will  develop  and  evaluate  a  consultative  process  and 
materials  that  will  assist  tribal  councils  in  creating  and 
implementing  more  explicit,  comprehensive  and  stringent  tobacco 
use  policies.     The  primary  outcome  measures  will  be  the  extent  and 
comprehensiveness  of  (a)  tribal  tobacco  use  policies  and  (b)  the 
implementation  process  including  amount  of  tribal  publicity  and 
activity  regarding  smoking  related  issues, 

A  project  entitled  "Por  La  Vida  Model  in  Cancer  Prevention" 
will  evaluate  the  effectiveness  of  the  Por  La  Vida  model  used  by 
the  National  Heart,  Lung  and  Blood  Institute  to  promote  behavior 
change  to  reduce  card^iovascular  risk  factors  and  adapt  it  to  a 
cancer  risk  reduction  intervention.     This  grant-based  study  will 
expand  the  model  to  address  cancer  prevention  and  control  in  an 
area  of  San  Diego.     The  general  design  is  to  promote  better  health 
among  residents  of  a  predominantly  Mexican  American  community. 
Its  original  focus  was  on  the  reduction  of  cardiovascular  disease 
risk  factors  among  Hispanic  women.     This  grant  will  stress 
increased  use  of  mammography,  increased  use  of  PAP  smears,  breast 
self -exams,   and  changes  in  dietary  habits  appropriate  for  Mexican- 
American  women.     Some  500  Mexican  American  women  are  to  be 
randomly  recruited  and  randomized  to  one  of  two  groups:  cancer 
prevention  intervention  or  community  skills  intervention.  The 
intervention  involves  a  series  of  group  sessions  stressing  either 
cancer  prevention  (including  the  role  of  fat  in  cancer,  screening, 
and  smoking)  or  community  living  skills,  such  as  communication, 
language,  and  time  management.     One  of  the  key  outcome  measures 
will  be  changes  in  the  frequency  of  breast  and  cervical  cancer 
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screening.     The  grant  will  address  such  barriers  as  the 
availability  of  services  and  language. 

A  three -part  motivational  program  for  Head  Start  mothers  is 
under  evaluation.     The  impact  of  this  program  on  the  proportion  of 
mothers  (Black  American  yomen  18-40  years  old)  who  either  quit 
smoking  or  reduced  their  consumption  will  be  evaluated. 
Self -reporting  and  follow-up  data  will  be  collected.     Half  of  the 
300  participating  mothers  will  compose  an  experimental  group,  and 
half  will  compose  a  control  group.     It  is  anticipated  that 
approximately  50  women  will  refuse  the  program.     The  program  will 
consist  of  one  Head  Start  program  in  each  of  20  schools. 

The  workplace  is  an  obvious  channel  for  cancer  control 
activities  aimed  both  at  reducing  occupational  exposures  and 
modifying  unhealthy  lifestyle  choices.     Research  is  underway  to 
explore  the  potential  of  the  worksite  to  improve  a  broad  set  of 
cancer  prevention  and  control  behaviors.     The  Working  Well 
cooperative  agreement  is  a  large,  Phase  III  project  involving  four 
research  centers,  a  coordinating  center  and  120  randomized 
worksites.     The  project  is  designed  to  determine  effective 
worksite-based  intervention  methods  to  reduce  tobacco  use,  achieve 
cancer  preventive  dietary  modification,   increase  screening 
prevalence,  and  reduce  occupational  exposures.  Smaller 
worksite-based  projects  will  develop  mechanisms  to  assist  worksite 
wellness  managers  to  choose  appropriate  cancer  control  materials 
and  develop  interactive  computer-based  nutrition  self-help 
programs . 

The  Community  Clinical  Oncology  Program  (CCOP) ,   initiated  in 
the  fall  of  1983,  is  a  major  cancer  control  effort  which  links 
community-based  physicians  with  clinical  cooperative  groups  and 
Cancer  Centers  (as  research  bases)  for  participation  in 
NCI -approved  research.     The  objectives  of  the  CCOP  include  the 
development  of  research  trials  for  effective  implementation  of 
cancer  treatment  and  prevention  and  control  research  in 
multi- institutional  settings,  the  testing  of  intervention 
strategies  such  as  chemoprevention  in  large  populations,  and  the 
assessment  of  the  impact  of  targeted  research  on  community 
practices . 

One  way  to  develop  and  implement  effective  treatment  and 
cancer  control  strategies  in  minority  populations,  and  thereby 
reduce  disparities  in  cancer  incidence,  morbidity,   and  survival 
rates  between  whites  and  minority  populations,   is  the 
participation  of  minority  populations  in  the  conduct  of  clinical 
trials.     Since  the  CCOP  model  is  an  effective  mechanism  for 
linking  investigators  and  their  institutions  with  the  clinical 
trials  network,  a  Minority-Based  CCOP  (MBCCOP)  was  initiated  to 
provide  minority  cancer  patients  with  access  to  state-of-the-art 
cancer  treatment  and  control  technology.     Twelve  programs  with 
greater  than  50  percent  of  new  cancer  patients  from  minority 
populations  were  funded  for  the  next  three  years .     Through  this 
effort,  NCI  aims  to  meet  a  need  of  minority  cancer  patients  and 
individuals  at  risk  for  cancer  by  establishing  a  system  of 
oncology  programs  for  participation  in  clinical  research  trials 
through  the  NCI  network.    An  evaluation  of  the  MBCCOP  is  under  way 
using  the  methodology  developed  in  the  CCOP  evaluation. 
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In  addition  to  the  numerous  studies  in  rehabilitation  and 
continuing  care  supported  through  the  CCOP,   several  other  research 
programs  are  underway.     An  ongoing  program  designed  to  improve  the 
quality  of  survival  among  childhood  cancer  patients  focuses  on 
school  attendance  and  employment/insurance  issues.     NCI  proposes 
to  extend  this  research  to  adult  patients.     A  current  research 
program  is  designed  to  determine  the  need  for  and  availability  of 
home  care  for  cancer  patients,     A  complementary  program  studies 
nursing  interventions  designed  to  promote  the  ability  of  patients 
undergoing  chemotherapy  or  radiotherapy  to  take  an  active  role  in 
managing  their  own  care. 

The  "Prevention  of  Cervical  Cancer  in  Native  American  Women" 
is  a  health  education  research  project  focusing  on  cancer 
prevention  among  two  populations  of  Native  Americans,   the  Cherokee 
and  the  Lumbee ,     The  major  goal  of  the  study  is  to  increase 
screening  and  follow-up  for  cervical  cancer  prevention  among 
women,  age  18  and  older,  who  receive  Pap  smears  at  appropriate 
intervals  and  return  for  follow-up  care  when  necessary. 

The  "Wai'anae  Coast  Cancer  Control  Project"  in  Wai'anae 
Hawaii  will  test  the  effectiveness  of  an  integrated, 
community-driven,  cancer  control  intervention  as  a  means  of 
increasing  breast  and  cervical  cancer  screening  practices  among 
Native  Hawaiian  women.     Research  objectives  include  the 
development  of  health-activated  mutual  support  groups  within 
existing  Hawaiian  social  and  family  networks  and  their  sense  of 
"Kokua"   (a  Hawaiian  social  concept  that  encourages  mutual  support 
of  community  members) ,   the  presentation  of  information  about 
available  cancer  screening  services;  assistance  in  reducing 
logistical  barriers  to  receiving  cancer  screening  services;  and 
the  discussion  of  personal  attitudes  and  beliefs  as  a  motivating 
factor. 

During  the  past  year,  three  of  the  six  NCI  breast  cancer 
screening  grants  have  received  supplements  to  design,  implement, 
and  evaluate  one-year  interventions  to  increase  breast  cancer 
screening  rates  in  women  65  and  older.     In  addition,  a  fourth 
grant  was  supplemented  to  sponsor  a  "Forum  on  Breast  Cancer 
Screening  in  Older  Women"  held  July  30-August  2,   1990.     The  Forum 
is  developing  recommendations  for  breast  cancer  screening  in  women 
aged  65  and  over,  and  future  research  needs  in  this  area. 

i^:^    .  ENVIRONMENTAL  CARCINOGENESIS 

The  U.S.  cancer  mortality  maps  provide  a  major  means  of 
highlighting  geographic  areas  experiencing  unusual  variations  in 
cancer  trends  and  risks  that  may  be  associated  with  environmental 
carcinogens.     Updated  U.S.   atlases,   illustrating  geographic 
patterns  of  cancer  deaths  by  state  economic  area  over  three 
decades  (1950-1980),  were  published  for  the  white  population  in 
1987  and  for  nonwhite  populations  in  1990,     Etiologic  clues  from 
these  maps  can  be  evaluated  by  more  analytical  epidemiologic 
studies,   leading  to  prevention  strategies.     For  example,  elevated 
rates  of  oral  cancer  among  women  in  the  southeastern  United  States 
prompted  studies  that  identified  snuff  dipping  as  its  major  cause, 
leading  to  legislative  action  affecting  the  advertising  and 
labeling  of  smokeless  tobacco  and  educational  initiatives  about 
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its  health  hazards.     Further  studies  are  planned  to  identify 
reasons  for  the  high-and  low-risk  areas. 

Air:     A  number  of  investigations  have  been  undertaken  due  to 
concerns  about  cancer  risks  associated  with  indoor  and  outdoor  air 
pollution.     Studies  by  NCI  and  other  groups  have  shown  a 
relationship  between  passive  smoking  and  lung  cancer,  particularly 
among  nonsmoking  women  married  to  smokers.     These  studies  Indicate 
an  overall  risk  of  about  30  percent,  rising  to  70  percent  among 
those  most  heavily  exposed  to  environmental  tobacco  smoke  (ETS). 
These  findings  have  increased  public  awareness  of  the  hazards 
associated  with  the  inhalation  of  ETS,  and  have  influenced  public 
policy  regarding  the  regulation  of  smoking  in  public  places. 

Radon  is  a  radioactive  gas  that  decays  into  solid 
alpha-emitting  short-lived  daughters,  which  are  Inhaled  and 
deposited  on  the  bronchial  tree  of  the  lung.     The  radiation  from 
these  daughter  products  has  been  shown  to  cause  lung  cancer  in 
underground  miners.     Because  radon  can  concentrate  in  homes, 
especially  when  tightly  insulated,  a  proportion  of  lung  cancers 
may  be  attributable  to  residential  exposures.     Studies  will 
continue  to  assess  the  magnitude  of  the  risk  of  lung  cancer  from 
indoor  radon  exposure.     In  studies  in  China,   the  excess  risk  of 
lung  cancer  among  nonsmoking  women  has  been  attributed  to  indoor 
pollutants  from  high- temperature  wok  cooking  and  home -heating 
devices . 

In  a  study  of  outdoor  air  pollution  in  Shenyang,  China,  the 
risk  of  lung  cancer  was  increased  among  males  living  within  one 
kilometer  of  a  large  copper  smelter,  whose  stacks  emit  high  levels 
of  inorganic  arsenic.     This  finding  supports  earlier  NCI  studies 
in  the  United  States  which  showed  that  both  occupational  and 
residential  exposures  to  inorganic  arsenic  from  metal  smelters  are 
related  to  lung  cancer  risk. 

Water:     In  an  earlier  NCI  study,  bladder  cancer  risk  was 
associated  with  the  intake  of  chlorinated  tap  water  from  surface 
sources,  with  long-term  consumers  having  the  greatest  risk.  Data 
are  now  being  analyzed  from  the  first  phase  of  a  case -control 
study  of  six  anatomical  sites  of  other  cancers  that  also  may  be  at 
higher  risk.     The  second  phase  of  the  study,  currently  in  the 
field,  is  restricted  to  collecting  information  from  additional 
bladder  cancer  patients  and  controls.     A  recent  mortality  and 
incidence  survey  in  various  counties  across  the  United  States 
revealed  no  cancer  trends  or  patterns  that  could  be  attributed  to 
the  intake  of  fluoridated  drinking  water.     In  particular,  no 
relation  was  found  between  osteosarcoma  incidence  and  fluoridated 
water  supplies,  which  is  noteworthy  in  view  of  an  animal  bioassay 
study  by  the  National  Toxicology  Program  suggesting  that  sodium 
fluoride  induces  osteosarcoma  in  rats. 

Workplace:     Occupational  studies  have  played  an  important 
role  in  identifying  environmental  carcinogens.     Many  of  the 
chemicals  that  cause  human  cancer  were  first  identified  in  the 
workplace.     Chemicals  used  in  industry  are  often  found  in 
commercial  products  or  emitted  from  industrial  plants  through  air 
and  water,  exposing  the  general  population  to  them.     The  growing 
number  of  chemicals  in  the  workplace  and  general  environment 
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underscores  the  need  for  a  strong  research  program  to  identify 
those  that  may  be  carcinogens. 

The  NCI's  Epidemiology  and  Biostatis tics  Program  has  a  broad 
range  of  studies  underway  to  identify  and  clarify  the  role  of 
workplace  exposures  in  the  origin  of  cancer.     These  studies  span  a 
number  of  industries  and  focus  on  a  variety  of  potentially 
hazardous  agents.     To  conduct  these  research  projects,   the  NCI 
collaborates  with  other  government  agencies,  companies,  labor 
unions,  professional  associations,  and  foreign  institutions. 
Areas  of  special  emphasis  include  exposure  to  pesticides,  focusing 
on  applicators;  studies  of  dry  cleaners,  Coast  Guard  marine 
inspectors,  aircraft  mechanics,  and  jewelry  manufacturers  who  may 
be  exposed  to  organic  solvents;  studies  of  cancer  among  persons 
exposed  to  dusts  and  fibers  (e.g.,  asbestos,  silica,  and  talc); 
and  special  industry-wide  studies  designed  to  evaluate  cancer 
risks  from  various  uses  of  specific  chemicals  (e.g.,  formaldehyde, 
acrylonitrile ,  methylene  chloride,  and  benzene). 

Recent  findings  related  to  pesticides  include  an  association 
between  non-Hodgkin' s  lymphoma  (NHL)  and  use  of  herbicides  from 
studies  of  Kansas  and  Nebraska  farmers.     The  excess  for  this  tumor 
rose  to  six- fold  among  Kansas  farmers  reporting  use  of  herbicides 
20  or  more  days  per  year.     This  association  was  primarily  with  the 
phenoxyacetic  acid  herbicide,   2 , 4-Dichlorophenoxyacetic  acid 
(2,4-D)  which  is  widely  used  in  agriculture  and  in  urban  areas  on 
lawns.     In  addition,   farmers  reporting  use  of  insecticides  on 
animals  had  elevated  risks  for  soft- tissue  sarcoma.     In  Nebraska, 
the  risk  of  NHL  rose  to  over  three-fold  among  farmers  using  2,4-D 
for  20  or  more  days  per  year.     Studies  to  extend  and  clarify  these 
findings  include  a  case -control  study  of  lymphatic  and 
hematopoietic  cancer  in  Iowa  and  Minnesota,  and  cohort  studies  of 
employees  of  a  major  lawn  care  company  and  herbicide  applicators 
employed  by  county  governments . 

Leukemia  was  associated  with  farming  in  a  study  from  Iowa  and 
Minnesota.     In  particular,  farmers  using  insecticides  on  animals 
had  greater  risks  than  farmers  using  insecticides  on  crops.  An 
excess  of  NHL  was  also  observed  among  workers  in  the  grain 
industry,  where  exposure  to  fumigants  to  control  insects  in  stored 
grain  may  occur. 

In  a  major  effort  completed  a  few  years  ago,  over  26,000 
workers  employed  in  10  different  plants  were  studied  to  evaluate 
the  risk  of  cancer  from  exposure  to  formaldehyde.     Workers  who  had 
contact  with  formaldehyde  containing  dusts  had  excess  mortality 
from  nasopharyngeal  cancer,  which  rose  to  nearly  eight- fold  among 
those  with  the  heaviest  exposures.     The  association  between 
nasopharyngeal  cancer  and  formaldehyde  was  recently  observed  in  an 
NCI  study  of  embalmers  and  funeral  directors.     Industrial  workers 
also  had  a  30  percent  excess  of  lung  cancer,  which  did  not  show  an 
exposure-response  relationship  with  any  measure  of  exposure  to 
formaldehyde  (including  duration,   intensity,  peak,  cumulative,  or 
average).     Such  a  relationship  is  crucial  for  inferring  causality. 
Recent  analyses  indicate  that  risks  of  lung  cancer  rose  with 
duration  of  exposure  to  melamine,  phenol,  urea,  and  wood  dusts, 
but  not  with  formaldehyde.     In  other  studies,  excesses  from 
leukemia  and  brain  cancer  have  been  consistently  noted  among 
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embalmers  and  funeral  directors  who  had  routine  exposure  to 
formaldehyde  and  other  chemicals.     A  case-control  study  of  these 
cancers,  which  includes  a  detailed  industrial  hygiene  assessment 
of  exposures  occurring  during  embalming,  has  been  initiated  to 
clarify  these  associations. 

Organic  solvents  are  widely  used  in  industry,  and  several 
have  been  shown  to  cause  cancer  in  laboratory  animals . 
Investigations  have  recently  been  completed  to  evaluate  cancer 
risks  associated  with  exposures  to  certain  solvents.     A  study  of 
U.S.  Coast  Guard  marine  inspectors  uncovered  excess  mortality  from 
cancer  and  cirrhosis  of  the  liver,   leukemia,  and  motor  vehicle 
accidents.     Risk  from  these  causes  of  death  rose  with  cumulative 
level  of  exposure  to  chemicals.     During  inspection  of  vessels, 
marine  inspectors  may  come  into  contact  with  various  chemicals, 
but  particularly  organic  solvents  that  are  often  transported  by 
ship.     In  another  study,  an  excess  of  lymphatic  and  hematopoietic 
cancer  was  noted  among  dry  cleaners.     Although  several  solvents 
have  been  used  in  dry  cleaning  over  the  years ,  carbon 
tetrachloride,  petroleum  solvents,  and  perchloroethylene  have  been 
preferred.     Organic  solvents  are  also  widely  used  in  the  repair 
and  maintenance  of  aircraft.     The  NCI  recently  completed  an 
evaluation  of  civilian  workers  at  an  Air  Force  base  engaged  in 
these  activities.     No  convincing  association  was  noted  between  any 
cancer  and  exposure  to  trichloroethylene ,  a  widely  used  degreaser. 
Mortality  from  multiple  myeloma  and  NHL,  however,  was  elevated 
among  workers  exposed  to  a  variety  of  other  solvents.  This 
investigation  is  being  extended  to  further  evaluate  these 
associations. 

Several  investigations  have  evaluated  the  risk  of  lung  cancer 
from  occupational  exposures.     Lung  cancer  was  excessive  among 
workers  in  a  chromium  pigment  factory,  where  zinc  and  lead 
chromates  exposures  occur,  rising  to  over  three -fold  among  those 
exposed  for  10  or  more  years.     A  nearly  four- fold  excess  of  lung 
cancer  was  observed  among  underground  hematite  miners  in  China 
with  exposure  to  radon  and  silica.     In  a  study  from  Missouri,  the 
risk  of  adenocarcinoma  of  the  lung  was  elevated  among  carpenters, 
cabinet  and  furniture  makers,  plumbers,  and  printers.  The 
association  between  this  histologic  type  of  lung  cancer  and 
potential  exposure  to  wood  dusts  is  intriguing,  since 
adenocarcinoma  is  also  the  type  of  nasal  and  sinus  cancer  most 
strongly  associated  with  exposure  to  wood  dust.     In  another 
case -control  study,  lung  cancer  was  associated  with  employment  in 
several  motor  exhaust-related  occupations,  including  truck 
drivers,  heavy  equipment  operators,  taxi  drivers,  and  mechanics. 

High-priority  ongoing  investigations  include  cancer  risks 
among  lawn  care  workers  and  county  noxious  weed  applicators  from 
occupational  exposures  to  herbicides,  among  chemical  workers 
exposed  to  acrylonitrile ,  among  workers  in  dusty  trades  exposed  to 
silica,  among  workers  in  China  exposed  to  benzene,  and 
mesothelioma  risk  among  workers  in  a  variety  of  occupations  where 
asbestos  is  used. 
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INNOVATIVE  THERAPIES 

Question.     Please  provide  a  line  item  budget  with  full 
abstracts  for  current  and  proposed  NCI  funding  in  the  following 

areas: 

B.   Innovative  Therapies 
'  1.     Best  case  studies 

2,  Observational  cohort  studies 

3.  Clinical  trials 

Answer.     Demonstration  of  the  effectiveness  of  new  anticancer 
treatments  requires  their  systematic  testing  in  clinical  trials. 
Major  NCI -sponsored  clinical  trials  are  conducted  through  the 
Clinical  Cooperative  Groups,  a  nation-wide  consortium  of  medical 
centers  whose  physicians  are  dedicated  to  identifying  the  benefits 
as  well  as  the  toxicities  associated  with  new  cancer  therapies. 
Support  for  NCI  clinical  trials  is  as  follows: 

FY  1990  $246.0  million 

rv^d      .  ^  FY  1991  $253.8  million 

'       f  ^7-^  FY  1992  $270.3  million 

As  I  mentioned  earlier,   the  Investigational  Drug  Branch  of 
NCI's  Cancer  Therapy  Evaluation  Program  (CTEP)  is  responsible  for 
the  coordination  and  evaluation  of  NCI -  sponsored  extramural  trials 
of  new  cancer  therapies  as  well  as  for  evaluation  of 
unconventional  cancer  treatments.     In  studies  where  there  are 
unusual  or  unexpected  results,  CTEP  is  also  available,  at  the 
investigator's  request,  to  audit  the  results  of  a  cancer  clinical 
trial.     Such  reviews  are  performed  by  program  personnel  from 
CTEP's  Clinical  Investigations  and  Investigational  Drug  Branches. 
The  budget  for  these  two  Branches  in  FY  1991  is  estimated  to  be 
$2.7  million. 

In  the  evaluation  of  investigational  therapies,  CTEP  will 
also  be  asked  from  time  to  time  to  evaluate  unconventional 
therapies  as  well.     In  an  effort  to  provide  a  "level  playing 
field,"  CTEP  has  undertaken  special  efforts  to  provide  guidance  to 
proponents  of  unconventional  therapies  regarding  the  conduct  and 
analysis  of  clinical  trials. 

CTEP  is  in  the  process  of  developing  a  short  document  on 
cancer  clinical  trials  methodology  that  can  be  understood  by  those 
not  engaged  in  formal  clinical  trials.     This  document  will  provide 
procedures  for  the  development  of  a  "best  case  series"  and  small 
pilot  studies  that  might  provide  information  about  those  patients 
who  are  likely  to  have  experienced  antitumor  benefit  from 
unconventional  treatment. 


QUESTIONS  SUBMITTTED  BY  SENATOR  ERNEST  F.  ROLLINGS 

RECENT  ADVANCES  IN  CANCER  RESEARCH 

Question.     Dr.   Broder,  over  the  past  several  months,   I  have 
read  many  recent  accounts  of  tremendous  progress  which  has  been 
made  in  cancer  research- -gene  therapy,  how  cancer  spreads  and  many 
other  examples.     Could  you  highlight  for  me  and  the  Committee,  in 
laymen's  terms,   5  of  the  most  crucial  advances  over  the  year  or 
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two,  and  what  difference  those  advances  have  or  will  make  in 
people's  lives. 

Answer.     In  addition  to  the  advances  described  in  the  field 
of  gene  therapy  which  opens  up  the  possibility  direct  alterations 
in  the  body  to  replace  defective  or  missing  genes  and  which  allow 
for  specific,  highly  targeted  use  of  natural  disease  fighting 
entities  to  attack  tumors,   there  are  many  other  areas  of  progress  • 
which  are  directly  relevant  to  patients.     Once  cancer  patients 
were  treated  primarily  with  surgery  and/or  radiation.  Then 
chemotherapy  was  gradually  added  and  followed  by  combinations  of 
drugs.     Now  drugs  are  being  used  at  different  points  in  the 
therapy  adjuvant  to  surgery  or  radiation.     NCI -supported  research 
has  developed  a  number  of  adjuvant  treatments  for  some  common 
tumors.     Some  therapies  are  specific  to  a  certain  stage  of  a 
cancer,  but  directly  or  indirectly  they  affect  the  outlook  for 
patients.     These  recent  therapeutic  improvements  offer  new  hope 
for  the  150,000  patients  with  breast  cancer,  particularly  the 
60,000  who  have  node  negative  disease,   and  the  157,000  with  colon 
and  rectum  cancer.     The  latest  research  advance  improves  survival 
and  reduces  relapse  for  patients  with  rectal  cancer  and  promises 
to  save  an  additional  3,000  lives  a  year. 

A  new  neoadjuvant  treatment  involving  chemotherapy  and 
radiation  before  surgery,   suggests  that  patients  with  advanced 
esophageal  cancer,   some  11,000  new  cases  annually,  substantially 
increase  their  disease-free  survival  under  this  treatment  regimen 
compared  to  standard  treatments. 

Another  achievement  is  the  accelerated  development  of  a 
promising  new  drug  which  has  shown  promising  results  in  ovarian, 
breast,  and  other  cancers.     This  drug,   taxol ,   is  isolated  from  the 
bark  of  the  western  yew.     Major  efforts  are  being  made  to  solve 
the  problems  of  supply.     Since  this  drug  operates  at  the  level  of 
the  cell  cycle,   it  provides  a  new  approach  for  patients  whose 
disease  has  proven  resistent  to  other  forms  of  treatment, 

A  potentially  important  breakthrough  has  occurred  due  to 
basic  cancer  research.     Various  studies  supported  by  NCI  have 
shown  the  importance  of  a  suppressor  gene,  p53,   in  a  number  of 
types  of  cancer.     An  NCI -  supported  researcher  at  Johns  Hopkin's 
University  has  recently  replaced  a  missing  gene  in  the  laboratory 
and  reversed  colon  cancer  in  the  test  tube.     This  gene  appears  to 
be  important  in  lung  cancer  as  well.     Recently,  NCI - scientists 
found  that  it  was  instrumental  in  the  inherited  Li-Fraumeni 
syndrome  which  is  characterized  by  numerous  kinds  of  tumors. 
Finding  a  critical  gene  like  this  and  beginning  to  learn  how  to 
replace  or  repair  holds  the  possibility  that  rather  than  relying 
on  treatment  as  we  know  it  now,  we  will  be  able  to  replace 
suppressor  genes  to  allow  the  body's  own  mechanisms  to  stop, the 
cancer  in  its  tracks. 

NCI  has  recently  reported  on  important  studies  further 
supporting  the  link  between  diet  and  health.     For  instance,  the 
Nurses  Health  Study  followed  90,000  women  for  six  years  and  showed 
that  a  low  fiber  and  high  fat  diet  increases  risk  of  colon  cancer. 
A  number  of  studies  support  the  hypothesis  that  high  fat  diets 
play  a  role  in  breast  cancer.     NCI  is  beginning  a  feasibility 
study  in  minority  groups  which  will  eventually  help  to  establish 
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solid  data  on  this  important  subject.  All  of  this  information  on 
the  role  of  diet  and  that  of  specific  dietary  components,  such  as 
fat,  will  help  provide  the  public  with  choices  to  improve  health. 

On  January  23,   1991,  NCI  and  the  Susan  G.  Komen  Foundation, 
with  considerable  support  from  the  Congress,  sponsored  a  second 
Women's  Leadership  Summit  entitled  "Women  in  the  Workplace:  The 
Challenge  of  Breast  Cancer."    Marilyn  Quayle  gave  the  keynote 
address  and  Barbara  Bush  held  a  reception  at  the  White  House  for 
those  who  attended  the  Summit  which,  like  last  year's  Summit,  took 
place  on  Capitol  Hill.     Over  200  corporate  leaders  attended  to 
hear  scientists  talk  about  breast  cancer  research.  Presentations 
on  worksite  programs  were  also  made.     This  Summit  helped  to  focus 
attention  on  the  subject  of  breast  cancer  and  to  help  carry  the 
message  and  stimulate  programs  in  order  to  reach  many  more  women, 

IMPACT  OF  BUDGET  LEVELS 

Question.     Dr.  Broder,  you  are  aware  of  this  Committee's 
commitment  to  the  medical  research  programs  at  the  NIH, 
particularly  those  at  the  NCI.     I  have  recently  been  told  that  the 
NCI  budget  has  actually  decreased  by  6  percent  when  corrected  for 
inflation  while  the  other  programs  have  increased  by  27  percent. 
Can  you  describe  for  me  how  that  has  translated  to  many  of  the 
programs  which  are  unique  to  your  Institute- -such  as  the  Community 
Clinical  Oncology  Program,  Cancer  Prevention  and  Control  Program 
and  Cancer  Centers? 

Answer.     The  NCI  budget  has  decreased  in  constant  dollars 
since  1980.     The  NCI  budget  has  decreased  approximately  six 
percent  in  1980  dollars,  while  the  overall  NIH  budget  has 
increased  by  about  27  percent.     These  percentage  figures  were 
obtained  using  the  1980  deflator  for  1991  (1.9088)  from  the 
Biomedical  Research  and  Development  Price  Index  (BRDPI) .  Overall, 
in  current  dollars  the  NCI  budget  has  increased  by  $852  million  or 
89  percent  between  FY  1980  and  the  request  for  FY  1992  and  the  NIH 
budget  has  increased  by  156  percent.     Of  the  major  mechanisms  used 
by  NCI,  two  have  kept  pace  with  the  growth  of  NIH  in  1980  constant 
dollars.     Research  Project  Grants  have  grown  by  about  29  percent, 
which  is  quite  similar  to  the  growth  for  this  mechanism  across  the 
NIH.     This  is  a  result  of  the  stabilization  objectives  set  by  NIH 
in  recent  years.     Efforts  funded  through  the  Intramural  Research 
mechanism  have  also  grown  in  1980  constant  dollars,  by 
approximately  22  percent.     Although  the  addition  of  monies  for 
AIDS-specif ic  new  initiatives  is  not  factored  out  for  this  figure, 
for  cancer- specif ic  activities,  the  intramural  program  has  fallen 
by  about  five  percent  in  1980  constant  dollars. 

Other  NCI  mechanisms  have  experienced  a  decline  in  constant 
dollars,  although  they  have  continued  to  produce  significant, 
results.     These  mechanisms  are  either  unique  to  NCI  or  are  used 
predominantly  by  NCI.     One  major  example  is  the  NCI  Cancer 
Prevention  and  Control  Program.     A  vital  component  of  the 
Institute's  research  effort  against  cancer,  the  Cancer  Prevention 
and  Control  Program  has  experienced  a  33  percent  decline  in  1980 
constant  dollars.     The  Community  Clinical  Oncology  Programs 
(CCOPs) ,  which  are  a  part  of  the  Cancer  Prevention  and  Control 
Program,  have  in  turn  lost  about  8  percent. 
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Other  NCI  mechanisms  have  also  experienced  a  loss  in 
purchasing  power.     The  Clinical  Cooperative  Groups  program  has 
declined  by  about  32  percent  in  1980  constant  dollars.     This  is 
the  mechanism  that  NCI  uses  for  major  clinical  trials.     The  budget 
for  NCI  research  and  development  contracts  has  declined  by  nearly 
one  half  during  the  same  period.     These  contracts  are  the  most 
effective  means  for  accomplishing  certain  very  important  NCI 
operations,   including  the  Surveillance  Epidemiology  End  Result 
(SEER)  program,   the  Cancer  Information  System  (CIS)  and  the 
development  of  monoclonal  antibodies  for  use  in  cancer  treatment 
(under  the  Biological  Response  Modifier  Program).     Cancer  Centers 
have  fared  somewhat  better,   losing  about  14  percent  of  their 
purchasing  power  since  1980.     This  loss  in  purchasing  power  has 
slowed  our  capability  to  expand  the  Institute's  nationwide  cancer 
information  dissemination  and  community  outreach  network  as  well 
as  the  geographic  dispersion  of  basic  and  clinical  cancer 
research. 

NCI  PROFESSIONAL  JUDGMENT 

Question.     In  your  professional  judgment,  how  much  money 
above  the  President's  Budget  does  the  NCI  need  to  continue  to 
stabilize  its  grants  and  begin  to  address  these  program  cuts  which 
have  occurred  over  the  past  decade? 

Answer.     In  my  professional  judgment,  the  primary 
consideration  for  funding  within  the  Cancer  Program  is  a 
requirement  to  develop  a  balanced  program,  one  that  will  take  full 
advantage  of  all  research  findings  with  the  goal  of  a  rapid 
translation  of  basic  research  successes  into  clinical 
applications.     Our  highest  priority  has  always  been  the  support  of 
basic  research  and  it  will  always  remain  an  extremely  high 
priority  for  NCI.     Given  today's  biotechnology  revolution,  we  need 
to  adapt  findings  to  the  immediate  benefit  of  the  cancer  patient 
as  well  as  to  develop  interventions  that  are  effective  in  the 
prevention  of  cancer.     One  measure  to  initiate  such  a  capability 
would  be  stable  support  for  the  entire  Program,  especially 
research  grants,  cancer  centers,  clinical  trials,  intramural 
research,  and  prevention  and  control.     To  support  approximately  35 
percent  of  competing  grants,   the  same  percentage  as  was  funded  in 
1980,  as  well  as  to  restore  those  mechanisms  that  have  not  kept 
pace  with  inflationary  requirements  during  the  past  decade,  would 
require  approximately  $320  million  over  the  1992  President's 
Budget. 

1980  SPENDING  LEVEL 

Question.     Dr.  Broder,  how  much  would  it  take  to  get  the  NCI 
back  to  its  1980  spending  level? 

Answer.     For  the  National  Cancer  Institute  to  reach  its  1980 
real  spending  level,  those  NCI  mechanisms  that  have  experienced  a 
loss  in  purchasing  power  since  1980  would  require  an  increase  of 
close  to  20  percent  over  current  budget  for  Cancer  Centers, 
approximately  50  percent  for  both  Clinical  Cooperative  Groups  and 
Cancer  Prevention  and  Control,  and  approximately  90  percent  for 
Research  and  Development  Contracts.     This  would  result  in  a 
request  of  approximately  $320  million  beyond  the  1992  President's 
Budget. 
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PROGRESS  BY  TYPE  OF  CANCER 

Question.     Dr.  Broder,  for  what  types  of  cancer  have  we  made 
the  most  progress? 

Answer.     Cancer  mortality  for  all  sites  minus  lung  has 
declined  three  percent  during  the  16 -year  interval  1973-88. 
Annual  cancer  mortality  rates  (deaths  per  100,000  persons,  age- 
adjusted  to  the  1970  U.S.  standard  population)  for  the  period 
1973-1988  show  that  improvement  is  evident  in  the  large  reductions 
in  the  annual  cancer  mortality  rates  among  persons  under  age  65. 
Between  1973  and  1988  the  mortality  rate  for  all  cancers  combined 
for  persons  under  65  decreased  4.3  percent.     Annual  cancer 
mortality  rates,  age-adjusted  to  the  1970  U.S.  standard,  for  all 
cancers  combined  among  persons  65  years  and  older  increased  13 
percent  during  the  15  year-period  1973  through  1987. 

Mortality  from  cancers  of  the  uterine  corpus  and  cervix, 
urinary  bladder,  thyroid,  and  stomach  has  declined  between  20  and 
40  percent;  reductions  of  10  to  20  percent  have  occurred  for  oral 
cavity,  colon  and  rectum,  and  breast  cancer  among  women  less  than 
50  years  of  age.     Reductions  of  five  to  10  percent  have  occurred 
in  cancers  of  the  ovary  and  larynx  and  in  leukemia.     Cancer  in 
young  adults  has  decreased  greatly,   for  example  testicular  cancer 
and  Hodgkin's  disease  have  declined  by  more  than  50  percent. 
However ,  other  cancers  have  shown  increases :     lung  cancer  and 
melanoma  are  up  over  30  percent,  and  increases  of  10  to  20  percent 
occurred  for  multiple  myeloma,  non-Hodgkin' s  Ijnmphoma,  prostate, 
kidney  and  renal  pelvis,  esophagus,  brain  and  nervous  system,  and 
liver  and  intrahepatic  cancers.     Breast  cancer  mortality  for 
females  50  years  and  older  increased  five  percent  during  the 
interval  1973  and  1988.     Thus,  there  is  good  news  and  bad  news  in 
our  progress  against  cancer,  and  we  need  to  make  sure  we 
accelerate  the  pace  of  progress  against  the  cancer  suffered  by  the 
American  people. 

The  following  tables  present  data  by  site  regarding  progress 
in  various  types  of  cancers  from  1973  to  1988. 


801 


Major  Mortality  Increases/Decreases 
1973  -  1988 


By  Percent  Change 


 Major  Increases- 

Lung,  Females 

108.5 

Testis 

-60.7 

Lung,  Both  Sexes 

36.1 

Hodgkin's  Disease 

-53.2 

Melanoma  of  Skin 

31.0 

Cervix  Uteri 

-41.5 

Multiple  Myeloma 

24.2 

Stomach 

-31.2 

Non-Hodgkin's  Lymph. 

22.7 

Acute  Lymphocytic 

-24.1 

Lung,  Males 

18.0 

Urinary  Bladder 

-23.6 

Prostate  Gland 

12.7 

Thyroid  Gland 

-22.4 

Kidney  &  Ren.  Pelvis 

12.4 

Corp  &  Uterus,  NOS 

-22.2 

Esophagus 

12.1 

Oral  &  Pharynx 

-17.6 

Brain  &  Nervous  Sys. 

11.0 

Acute  Myeloid 

-12.3 

L.  1  VCI      Ol     i  1  I  L  1  Ol 

10.3 

-11.1 

Breast  >50,  (fern.) 

4!8 

Breast  <50,  (fern.) 

-lois 

1 .8 

-8.1 

Chronic  Lymph. 

lis 

Leukemia,  All 

-6!8 

Larynx 

-6.5 

Pancreas 

-2.8 

Liver 

-2.8 

Chronic  Myeloid 

-1.9 

All  Other  Leukemia 

-1.8 

 All  Sites  

All  Sites  w/o  Lung 

-3.1 

All  Sites 

5.4 

9         Percent  changes  for  breast,  cervix  uteri,  corpus  uteri,  and  ovary  are  based  only  on 
female  population. 

S         Percent  changes  for  prostate  and  testis  are  based  only  on  male  population. 
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TAXOL  -        .  -^ 

Question.     Dr  Broder,  we  have  been  hearing  a  lot  about  a  new 
drug  called  TAXOL  that  is  effective  in  treating  ovarian  cancer. 
Can  you  tell  us  more  about  this  promising  new  therapy? 

Answer.     Taxol  is  a  new  plant  derived  antineoplastic  agent 
isolated  from  the  western  yew,   taxus  brevifolia.     It  is  a  complex 
alkaloid  ester  which  has  unusual  interactions  with  mammalian 
tubulin.     Taxol  markedly  enhances  all  aspects  of  tubulin 
polymerization  including  initiation  and  elongation,  and  the 
microtubules  formed  are  more  stable  to  depolymerization. 
Currently,   the  only  source  of  taxol  is  from  the  bark  of  the 
western  yew  tree  and  because  of  low  yield  on  isolation,  large 
numbers  of  trees  must  be  harvested.     For  this  reason,  drug  supply 
is  limited.     As  I  noted  earlier  when  we  discussed  taxol  as  a 
treatment  for  ovarian  cancer,  several  approaches  have  been  taken 
to  relieve  this  situation,   including  identification  of  new  sources 
of  yew  trees,   identification  of  renewable  species  of  taxus,  and 
the  development  of  semi -synthetic  techniques.     In  order  to 
increase  drug  supply,  a    Cooperative  Research  and  Development 
Agreement  (CRADA)  for  the  production  of  taxol  has  been  established 
between  the  NCI  and  Bristol-Myers  Squibb. 

Over  the  past  year,  clinical  trials  have  demonstrated  that 
taxol  has  significant  activity  against  recurrent  ovarian  cancer 
and  has  promising  activity  in  recurrent  breast  cancer  in  25 
previously  treated  patients  (a  total  of  48  percent  complete  plus 
partial  remissions)  and  non-small  lung  cancers.     At  present,  the 
NCI  has  active  Phase  I  and  II  studies  of  taxol  in  ovarian, 
gastric,  breast,  non-small  lung  career,  cervical,  colon,  and 
prostate  cancers.     Because  of  this  response  rate,   the  Medicine 
Branch  in  NCI's  intramural  program  is  planning  an  up -front  regimen 
in  ovarian  cancer  with  taxol,  cisplatin,  cyclophosphamide  and  G- 
CSF  a  colony  stimulating  factor.     The  Gynecologic  Oncology 
Cooperative  Group,  a  member  of  the  NCI  Clinical  Trial  Program,  has 
already  started  an  up- front  study  with  taxol  in  suboptimally 
debulked  ovarian  cancer.     In  this  study,  patients  are  randomized 
to  receive  either  cyclophosphamide/cisplatin  or  taxol/cisplatin; 
66  patients  have  been  entered  with  a  goal  of  120-180.     The  NCI 
also  plans  a  confirmatory  trial  in  breast  cancer  that  will  be 
starting  in  the  next  several  months  at  Memorial  Sloan  Kettering. 
Additionally,  a  combination  trial  of  taxol,  adriamycin,  and  GM-CSF 
in  metastatic  breast  cancer  is  slated  to  start  soon  in  the 
Medicine  Branch,  NCI.     Taxol  represents  a  major  advance  in 
chemotherapy.     However,  obtaining  adequate  supplies  of  this  drug 
will  remain  a  formidable  problem. 


QUESTIONS  SUBMITTTED  BY  SENATOR  DALE  BUMPERS 

PROGRAM  PROJECT  GRANTS 

Question.     Program  project  grants  are  particularly  important 
because  they  provide  an  opportunity  to  integrate  basic  and 
clinical  research  teams.     I  understand  that  NCI  may  be  considering 
breaking  up  POls  and  encouraging  POl-supported  investigators  to 
apply  upon  renewal  for  individual  investigator  awards .     This  would 
result  in  a  greater  number  of  total  awards. 
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Aren't  POls  particularly  Important  in  translating  laboratory 
findings  into  clinical  applications? 

Answer.     By  supporting  related  basic  and  clinical  research 
projects  within  a  single  POl,  program  project  grants  provide  a 
useful  framework  to  encourage  collaboration  between  basic  and 
clinical  researchers.     When  used  in  this  way,  they  provide  new 
opportunities  to  facilitate  translation  of  basic  laboratory 
findings  to  clinical  application.     The  NCI  will  continue  to 
support  with  enthusiasm  POls  which  promote  these  collaborative 
efforts . 

It  is  important  to  note  that  POls  ^ire  not  the  only  vehicle 
for  moving  basic  research  findings  quickly  into  clinical 
applications.     Several  other  NCI  mechanisms  such  as  the  Clinical 
Cooperative  Groups  and  Cancer  Centers  are  valuable  and  necessary 
to  this  effort.     Within  the  Cancer  Prevention  and  Control  Program, 
many  community  outreach  efforts  have  been  developed  which  permit 
the  translation  of  basic  and  clinical  research  findings  into  a 
community  setting;     the  Community  Clinical  Oncology  Program, 
through  over  50  awards,   is  one  of  the  most  notable. 

The  revolution  in  biomedical  research  over  the  past  few  years 
has  made  it  possible  to  move  basic  research  findings  from  the 
laboratory  to  the  bedside.     Developing  innovative  ways  to 
facilitate  such  a  movement  is  one  of  the  challenges  facing  the 
NCI.     Program  projects  are  among  the  weapons  in  the  armamentarium 
which  assist  in  this  effort. 

Question.     How  can  NCI  defend  dismantling  the  POl  mechanism 
to  play  a  numbers  game? 

Answer.     The  NCI  is  not  reviewing  the  option  to  disaggregate 
Program  Projects  (POls)  solely  to  meet  a  requirement  to  support  a 
specific  number  of  competing  grants.     We  are  making  a  programmatic 
evaluation  to  assure  that  research  projects  being  supported  within 
a  POl  are  part  of  a  cohesive  entity  that  is  the  most  effective  way 
to  conduct  the  research.     Each  Program  Project,  on  the  average, 
supports  the  equivalent  of  five  to  seven  independent  investigator- 
initiated  grants.     There  may  be  instances  in  which  an  individual 
project  does  not  require  the  synergism  provided  by  a  POl  and  would 
be  as  effective  if  supported  as  an  independent  research  grant 
(ROl)  rather  than  as  a  sub-project  within  a  POl.     NCI  would 
recommend  that  in  such  cases  projects  become  independent  ROl 
grants  during  their  competitive  cycles. 

TRAINING  OF  PHYSICIAN  SCIENTISTS 

Question.     NIH  and  the  scientific  community  are  well  aware  of 
the  shortage  of  well- trained  physician  scientists.     Despite  this 
recognition,   the  number  of  awards  from  the  NCI  Research  Career 
Program  --  training  mechanisms  particularly  attractive  to 
physicians  --  has  not  increased  over  the  past  decade.     The  By-Pass 
budget  calls  for  a  doubling  of  these  awards  over  the  next  two 
years.     How  will  the  President's  budget  proposal  affect  this  goal? 

Answer.     The  NCI  Research  Career  Program  is  the  primary  way 
in  which  medical  doctors  who  have  developed  clinical  skills  can 
receive  the  training  necessary  to  pursue  effective  research 
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careers.     By  combining  their  clinical  and  research  skills,  these 
specially  trained  individuals  become  critical  links  for 
translating  basic  scientific  discoveries  into  clinical  research 
that  ultimately  benefits  patients  and  reduces  cancer  incidence  and 
mortality. 

The  By-Pass  Budget  includes  a  request  level  of  $13  million. 
These  resources  would  permit  NCI  to  provide  significantly  greater 
incentives  for  young  physicians  to  pursue  research  careers  in 
cancer.     The  President's  Budget  of  $8.8  million  will  permit 
maintenance  of  the  existing  program. 

GRANT  REVIEW  OF  CLINICAL  STUDIES 

Question.     I  understand  physician  scientists  often  have  a 
tough  time  competing  for  research  grants,   in  part  because  the 
study  sections  to  which  their  proposed  projects  are  assigned  have 
limited  expertise  in  clinical  research.     How  does  NCI,  in 
conjunction  with  the  NIH  Division  of  Research  Grants,   intend  to 
address  problems  related  to  grant  review  of  clinical  studies? 

Answer.     The  NCI  has  reached  an  agreement  with  the  Division 
of  Research  Grants  (DRG)  whereby  an  expansion  of  committee 
membership  for  review  of  clinically  oriented  research  grants  will 
be  made  concomitantly  with  an  anticipated  increase  in 
investigator- initiated  research  project  applications.  The 
Experimental  Therapeutics  2  Study  Section,  which  reviews  the 
majority  of  such  applications,  will  add  three  new  mem.bers  with 
clinical  qualifications.     To  further  increase  the  number  of 
clinical  reviewers,  NCI  and  DRG  staff  also  have  nominated 
additional  individuals,  with  clinical  qualifications  for  service 
in  the  NIH  Reviewers'  Reserve,  where  they  may  be  called  upon  to 
serve  as  full  voting  members  of  chartered  Initial  Review  Groups, 
as  needed,   to  review  clinical  research  projects.     Over  the  longer 
term,  as  the  volume  of  clinical  research  applications  increases, 
the  Division  of  Research  Grants  will  consider  the  chartering  of  an 
Initial  Review  Group  specifically  to  review  clinical  studies  of 
cancer  research. 

REIMBURSEMENT  OF  PATIENT  CARE  COSTS 

Question.     As  third-party  payers  including  Medicare  continue 
to  tighten  cost  controls,  medical  specialty  organizations  have 
reported  increased  difficulty  getting  reimbursement  for  patient 
care  costs  associated  with  so-called  "experimental"  treatments. 
In  your  testimony  before  this  subcommittee  in  1989,  you  made  very 
clear  that  NCI  "strongly  supports  the  idea  that  treatment  with 
investigational  therapy  in  scientifically  meritorious  clinical 
trials  is  standard  therapy  for  cancer  patients  for  whom  no 
reliable  curative  therapy  exists."    Are  NCI  grantees  continuing  to 
encounter  problems  in  securing  reimbursement  for  the  patient  care 
costs  associated  with  clinical  research? 

Answer.     Investigators  continue  to  confront  varying  degrees 
of  difficulty  in  obtaining  coverage  for  the  patient  care  costs 
associated  with  NCI -sponsored  clinical  trials.     It  is  difficult  to 
quantify  the  problems  due  to  the  decentralization  of  the  insurance 
industry.     Coverage  decisions  vary  from  one  geographic  location  to 
another  and  from  one  insurer  to  another.     However,   in  a  recent 
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survey  of  200  oncologists  which  was  released  March  7,  1991,  41%  of 
the  physicians  reported  that  reimbursement  for  clinical  trials  has 
declined  in  the  past  year. 

Documented  examples  of  reimbursement  issues  regarding  patient 
care  costs  which  have  occurred  in  important  areas  of  research 
include:     first,  denials  of  a  Phase  II  trial  of  taxol  which  was 
conducted  at  Johns  Hopkins  University  in  women  with  ovarian 
carcinoma  refractory  to  platinum;  second,  denials  of  Group  C 
agents  despite  a  statement  of  coverage  by  Medicare;  third,  denials 
of  bone  marrow  transplant  for  Stage  IV  breast  cancer  in  women  who 
are  participating  in  peer  reviewed,  scientifically  valid  clinical 
trials. 

NCI  continues  to  support  reimbursement  for  patients  enrolled 
in  scientifically  meritorious  clinical  trials  and  to  this  end,  NCI 
is  actively  working  to  promote  a  dialogue  with  insurers  to  better 
meet  our  joint  goal  of  providing  more  effective  treatment  for 
cancer  patients.     NCI  believes  that  the  recent  initiative  of  Blue 
Cross -Blue  Shield  supporting  the  patient  care  costs  for  their 
subscribers  enrolled  in  NCI -  sponsored  High-Dose  Chemotherapy/ 
Autologous  Bone  Marrow  Transplantation  (HDC/ABMT)  trials  is  a  step 
in  that  direction. 

Question.     If  so,  how  will  this  impede  scientific  progress? 

Answer.     Continued  reimbursement  denials  will  have  a  profound 
effect  on  the  development  of  new  therapies.     If  insurers  will  not 
cover  the  patient  care  costs  of  a  trial,  accrual  to  that  study 
will  be  slowed  and  completion  will  take  much  longer  than 
projected.     Restricted  reimbursements  may  also  limit  the  number  of 
trials  that  can  be  done  at  excellent  cancer  research  institutions. 
Both  of  these  constraints  will  ultimately  delay  the  identification 
of  new,  efficacious  therapy,     A  restrictive  system  will 
potentially  evolve  in  which  only  those  who  can  afford  to  pay  will 
have  access  to  the  new,  innovative  therapies  which  cancer  clinical 
trials  offer. 

QUESTIONS  SUBMITTTED  BY  SENATOR  ARLEN  SPECTER 

HEALTH  EFFECTS  OF  HIGH  VOLTAGE  POWER  LINES 

Question,     Dr,  Broder,  the  residents  of  South  Scranton, 
Pennsylvania  are  deeply  concerned  over  the  health  effects  of  high 
voltage  power  lines  which  run  through  their  community.  Community 
residents  report  an  elevated  incidence  of  cancer.     What  message 
should  I  bring  back  to  the  people  of  South  Scranton  regarding  this 
serious  matter? 

Answer.     As  you  may  know,  power  transmission  lines  produce 
electromagnetic  fields  (EMF) .     The  energy  from  these  fields  is  in 
the  form  of  extremely- low- frequency  (ELF)  waves.     These  waves  are 
also  produced  by  other  devices,  such  as  household  appliances  and 
electric  blankets.     Unlike  extremely-high- frequency  waves,  such  as 
x-rays  and  ultraviolet  light,  ELF  waves  have  not  been  proven  to 
cause  cancer. 
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Human  epidemiologic  studies  of  EMFs  and  cancer  have  been 
inconsistent  and  inconclusive.     Findings  from  studies  in  Colorado 
and  Sweden,  which  suggested  a  small  increase  of  cancer  in  children 
and  adults  living  near  high-voltage  transmission  lines,  were  not 
confirmed  in  similar  studies  from  Rhode  Island,  Washington  State, 
and  England.     More  recent  studies  in  Denver  and  Los  Angeles 
suggest  an  increase  of  childhood  leukemia  associated  with  living 
near  high  voltage  power  lines.     However,  the  associations  were 
with  wire  code  configurations  (diagrams  showing  increasing  levels 
of  current -carrying  capacity)  as  a  surrogate  for  EMF  exposure 
levels.     No  consistent  risk  for  childhood  leukemia  was  seen  in 
homes  where  actual  EMF  measurements  were  made. 

Thus,   it  has  been  very  difficult  to  evaluate  reliably  the 
health  effects  of  exposure  to  electromagnetic  fields.     The  studies 
conducted  to  date  have  been  conflicting  and  inconclusive,  and  a 
connection  between  electromagnetic  fields  and  cancer  has  not  been 
established.     One  problem  is  the  great  difficulty  in  estimating  an 
individual's  exposure  to  electromagnetic  fields. 

Question.     What  is  the  status  of  my  request  that  a  health 
effects  study  be  conducted  included  in  my  letter  to  you  of 
February  13,  1991? 

Answer.     Childhood  leukemia  is  the  health  condition  most 
often  related  to  exposure  to  electromagnetic  fields  from  power 
transmission  lines.     Because  of  this  NCI  is  conducting  a  national, 
multicenter  study  in  collaboration  with  the  Children's  Cancer 
Study  Group  to  determine  whether  electromagnetic  fields  might  be 
causally  related  to  childhood  leukemia.     Leading  hospitals  and 
cancer  centers  in  Pennsylvania  are  included  in  the  study.  These 
large  referral  centers  would  treat  most  of  the  cases  of  childhood 
leukemia  diagnosed  in  the  state,   including  Scranton.     The  centers 
include  the  Children's  Hospital  of  Philadelphia,  the  Children's 
Hospital  of  Pittsburgh,  and  the  Hershey  Medical  Center. 

CANCER  INCIDENCE  AND  MORTALITY  AMONG  MINORITIES 

Question.     Dr.  Broder,   I  understand  that  there  is  an 
alarmingly  high  incidence  and  mortality  of  cancer  among 
minorities,     particularly.     What  are  the  reasons  for  this 
disparity? 

Answer.     The  extent  to  which  Blacks  experience  higher  cancer 
mortality  than  whites  is  striking- -especially  among  Black  males, 
where  the  risk  of  dying  of  cancer  is  38  percent  higher  than  for 
white  males.     The  difference  among  Black  and  white  males  stems 
from  both  higher  cancer  incidence  as  well  as  poorer  survival  among 
Blacks.     Although  the  cancer  incidence  rate  for  Black  females  is 
slightly  less  than  the  rate  for  white  females,  the  large 
difference  in  survival  leads  to  a  considerably  larger  mortality 
rate  among  Black  females  than  among  white  females- -  indeed,  14 
percent  higher  mortality.     Overall  differences  in  cancer 
experience  between  Blacks  and  whites  are  summarized  in  the 
following  table. 
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Differences  in  Cancer  Incidence,  Mortality  and  Survival 
By  Race  for  Selected  Time  Periods^ 


Males 


Females 


Mortality  (1988) 
Incidence  (1988) 
5-yr  relative  surv 
(1981-87) 


Whites  Blacks 

213.1  293.4 

436.1  512.5 

47.2  33.4 


Whites 
139.0 
341.7 
57.4 


Blacks 
158.5 
327.0 
44.0 


^(Note:  Incidence  and  mortality  rates  are  per  100,000  and  are 
age-adjusted  to  the  1970  U.S.  standard  population.) 


With  respect  to  cancer  trends,  for  Blacks,  the  age-adjusted 
incidence  rate  for  all  sites  combined  and  both  sexes  has  increased 
from  347.5  per  100,000  in  1973-4  to  404.2  in  1987-8,  a  relative 
increase  of  16.3  percent.     For  whites,  the  increase  of  the 
corresponding  rates  has  been  from  325.6  in  1973-4  to  380.2  in 
1987-8,  a  relative  increase  of  16.7  percent.     Of  particular 
interest  is  the  fact  that  the  rate  for  Blacks  in  1987-8  is  six 
percent  larger  than  the  rate  for  whites.     The  fact  that  part  of 
the  difference  in  the  incidence  rates  between  Blacks  and  whites  is 
due  to  smoking- related  cancers  suggests  that  the  potential  exists 
for  reducing  the  cancer  burden  in  Blacks  by  appropriate  targeting 
of  cancer  control  programs. 

The  trend  among  Blacks  in  cancer  mortality  differs  from  that 
among  whites.     Among  whites  the  rate  increased  from  159.8  to  168.3 
from  1973-4  to  1987-8,  a  total  increase  of  5.1  percent.  For 
Blacks,  however,  the  rates  increased  from  195.3  to  214.0  over  the 
same  period,  an  increase  of  9.5  percent. 

Of  the  ten  combined  cancer  sites,  the  five-year  survival 
rates  for  Blacks  are  lower  for  six  cancer  sites  for  all  stages 
combined,  colon  and  rectum,  lung  and  bronchus,  female  breast, 
cervix  uteri,  corpus  uteri,  prostate  gland,  and  urinary  bladder 
and  for  all  cancer  sites  combined.     Black  males  had  a  five-year 
survival  rate  29  percent  lower  than  white  males  and  Black  females 
had  a  five-year  relative  survival  rate  23  percent  lower  than  that 
of  the  white  females.     Few  significant  survival  differences  are 
noted  by  stage  of  disease  except  within  the  regional  stage  for 
colon  and  rectum,  lung  and  bronchus,  female  breast,  and  cervix 
uteri,  distant  stage  for  urinary  bladder  among  males  and  local 
stage  for  females  with  cancer  of  the  urinary  bladder.  Black 
females  have  a  significantly  poorer  survival  within  each  stage  for 
cancer  of  the  corpus  uteri. 

Being  diagnosed  in  a  more  severe  stage  of  disease  greatly 
reduces  the  effectiveness  of  therapy  and  the  chances  for  escaping 
death  due  to  cancer.     Blacks  have  a  tendency  to  be  diagnosed  in  a 
more  advanced  stage  of  disease  at  diagnosis  than  whites.     Of  the 
ten  cancer  sites.  Blacks,  in  general,  are  detected  in  a  later 
stage  than  whites  for  seven  cancer  sites- -colon  and  rectum,  lung 
and  bronchus,  female  breast,  cervix  uteri,  corpus  uteri,  prostate, 
and  urinary  bladder. 
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There  is  some  evidence  that  differences  in  socio  -  cultural  and 
perhaps  biological  factors  may  explain  part  of  the  survival 
differences  observed  between  Blacks  and  whites.     We  know,  for 
example,   for  cancer  as  well  as  other  diseases,   that  low  income  and 
under-educated  persons  have  a  poorer  survivorship  than  upper 
income  and  better  educated  persons.     Some  of  the  reasons  revolve 
around  the  lifestyle  associated  with  living  in  a  poor  environment 
such  as:   the  ability  to  pay  for  health  care  without  comprehensive 
medical  insurance;  a  knowledge  of  and  recognition  of  cancer  signs 
and  symptoms;  delay  in  seeking  and  receiving  definitive  medical 
care;   the  existence  of  other  medical  problems;  and  compliance  with 
treatment  regimens. 

In  four  primary  cancer  sites -- female  breast,  colon,  corpus 
uteri,  and  urinary  bladder,   the  NCI  is  conducting  a  case-control 
study  to  assess  the  extent  to  which  lifestyle,  care  seeking, 
compliance  to  treatment  regimens  and  other  factors  influence  the 
Black-white  differences  in  cancer  patient  survival.  Patient 
accrual  is  from  three  urban  areas  and  was  complete  as  of  December, 
1987.     It  is  too  early  in  this  study  to  perform  definitive 
analyses,  because  the  patients  are  still  being  followed  for  the 
assessment  of  their  vital  status.     It  is  expected  that  survival 
analyses  will  commence  within  the  next  two  to  three  years  and  that 
this  trial  will  provide  some  insightful  information  into  the 
reasons  for  some  of  the  observed  Black-white  differences  in  cancer 
patient  survivorship. 

Question.     What  action  is  the  Institute  taking  to  address 
this  problem? 

Answer.     The  National  Cancer  Institute  has  formulated  an 
intervention  research  program  to  identify  and  test,   in  community 
settings,   interventions  to  reduce  the  cancer  rates  in  minority 
populations.     The  initial  focus  was  on  Black  populations  but  has 
more  recently  expanded  into  additional  efforts  for  the  Hispanic 
and  Native  American  populations  of  American  Indian,  Alaska  Native, 
and  Native  Hawaiian. 

Many  initiatives  have  been  directed  to  specific  populations. 
Specifically,   for  the  Black  population,   eight  contracts  for 
intervention  research  specific  to  cancer  in  Black  populations  have 
been  implemented.     This  research  program  is  currently  comprised  of 
two  components:     studies  to  reduce  avoidable  mortality  and  studies 
to  prevent  the  onset  of  smoking  and/or  to  effect  widespread 
smoking  cessation.     These  projects  are  in  their  fifth  year  of 
support . 

The  formulation,  approval,   funding  and  award  of  a  number  of 
grants  for  intervention  research  specific  to  cancer  in  Blacks  and 
other  minority  populations,   including  low- income  groups,  have  also 
been  initiated. 

Initiatives  to  reduce  avoidable  mortality  have  been 
implemented.     These  projects  seek  to  identify  key  factors  that 
contribute  to  avoidable  mortality  from  specific  cancer  sites, 
implement  inteirventions  to  reduce  mortality  from  the  identified 
sites,   evaluate  the  effectiveness  of  such  interventions  in  a 
defined  population,  and  identify  prototype  approaches  to  the 
reduction  of  avoidable  mortality  for  widespread  dissemination 
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through  the  National  Cancer  Program.     There  are  five  projects 
funded  through  this  initiative,  with  a  primary  focus  on  the  Black 
population. 

The  goal  of  a  Primary  Prevention  of  Cancer  in  Black 
Populations  initiative  is  to  develop  innovative  smoking  prevention 
or  cessation  intervention  programs  and  determine  the"  long-term 
effectiveness  of  these  programs  in  the  Black  population. 
Knowledge,  practice,  and  attitudes  are  being  addressed  also. 

The  NCI  has  effected  two  interagency  agreements  with  the 
Indian  Health  Service  (IHS)  during  1989  directed  at  Native 
Americans.     One  provides  for  the  surveillance  of  the  cancer 
burden,  incidence,  survival,  and  mortality  of  Alaska  Natives, 
which  may  lead  to  the  formulation  of  intervention  research.  This 
project  will  also  allow  for  continued  surveillance  and  monitoring 
of  the  effects  of  intervention  strategies. 

The  goal  of  the  second  project  is  to  describe  the  cancer 
incidence  and/or  mortality  patterns  in  American  Indians  and  Alaska 
Natives  and  perform  studies  of  the  patterns  of  care,  treatment  and 
risk  factors,  as  well  as  cultural  and  behavioral  barriers,  to 
early  detection  and  treatment  and  to  develop  intervention  research 
hypotheses  addressing  correctable  deficiencies.     It  is  expected 
that  both  of  these  projects  will  lead  to  data-based  intervention 
activities.     Additionally,   two  Requests  For  Applications  (RFA) 
have  been  released,  one  for  Avoidable  Mortality  and  another  for 
Primary  Prevention  among  Native  American  populations.  Eight 
applications  received  from  these  RFA's  have  been  funded  in  FY  1990 
targeting  American  Indians,  Alaska  Native  and  Hawaiian  Native 
populations . 

The  goal  of  the  avoidable  mortality  initiative  is  to  identify 
and  remedy  key  factors  that  contribute  to  avoidable  mortality  from 
specific  cancer  sites.     Knowledge,  attitudes,  and  practices  are 
also  being  addressed.     The  goal  of  the  primary  prevention 
initiative  is  to  develop  innovative  tobacco  use  prevention  or 
cessation  intervention  programs  and  determine  the  long-term 
effectiveness  of  these  programs  on  the  prevention  and  cessation  of 
tobacco  use  among  Native  Americans. 

A  Hispanic  Cancer  Control  Program  has  been  established. 
Projects  have  been  funded  during  FY  1990  to  address  the  cancer 
control  research  needs  of  the  growing  Hispanic  population  in  the 
United  States. 

Although  large  in  number,  Hispanics  do  not  currently 
experience  excessive  cancer  rates  to  the  same  degree  noted  in 
other  special  populations.     However,  due  to  a  number  of  factors 
including  assimilation,   it  is  anticipated  that  Hispanic 
subpopulations  will  reach  parity  and  may  exceed  cancer  rates  in 
the  general  population  in  the  near  future.     Along  with  cancer 
surveillance,  therefore,  targeted  intervention  research  becomes 
important  for  monitoring  and  addressing  the  cancer  needs  in  this 
population. 

This  fall  three  breast  and  cervical  cancer  screening  research 
projects  were  funded.     The  projects  target  areas  of  high 
concentration  of  Mexican  Americans  and  newly  arrived  Central  and 
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South  Americans  in  Colorado,   San  Diego,  California,  and  south 
Texas.     The  Texas  project  will  coordinate  the  effort  of  multiple 
academic,   state,   and  local  institutions  to  deliver  community-wide 
cancer  control  nutrition  and  screening  interventions  to  two 
largely  Hispanic  counties.     The  Colorado  project  will  evaluate 
methods  for  improving  cancer  screening  compliance  among  Hispanics 
in  six  counties  in  Colorado.     This  project  features  extensive 
collaboration  between  the  State  Health  Department  and  various 
Hispanic  organizations  and  health  care  providers  to  effectively 
network  into  the  community.     The  San  Diego  project  will  evaluate 
the  effectiveness  of  a  program  designed  to  promote  cardiac  health, 
the  Por  La  Vida  model,   in  the  area  of  cancer  prevention  and 
control.     Each  project  pays  attention  to  preserving  positive 
health  behaviors  associated  with  the  Hispanic  culture  while 
simultaneously  developing  interventions  to  address  their  barriers 
to  effective  cancer  control. 

The  NCI  has  established  several  minority  focused  research 
networks.     A  National  Hispanic  Cancer  Control  Research  Network  has 
been  established  to  work  cooperatively  with  the  Hispanic  Cancer 
Control  Program  to  identify  Hispanic  researchers  and  increase  the 
number  of  Hispanic  investigators  involved  in  cancer  prevention  and 
control  studies.     The  Network  will  provide  advice  and 
recommendations  on  efforts  to  promote  early  detection  of  cancer, 
innovative  strategies  and  methodologies  to  circumvent  barriers  to 
cancer  screening  as  well  as  advise  on  state-of-the-art  treatment 
modalities  culturally  sensitive  to  Hispanics. 

The  Cancer  Control  Science  Program  initiated  the  Network  for 
Cancer  Control  Research  among  American  Indians  and  Alaska  Native 
Populations  on  April  19,  1990.     The  purpose  of  this  Network  is  to 
reduce  preventable  cancer  morbidity  and  mortality  to  the  lowest 
possible  levels  and  improve  cancer  survival  to  the  highest 
possible  level.     This  Network's  Steering  Committee  met  four  times 
between  April  and  September  in  Washington  D.C.;  Oklahoma  City,  OK; 
Oakland,   CA;   and  Albuquerque,  NM. 

The  Network  Steering  Committee  is  comprised  of  eighteen 
active  participants  and  six  ex-officio  members  including  people 
from  different  U.S.  geographical  regions;     males  and  females; 
representatives  from  reservations,   tribal  communities,  and  urban 
areas;  and,     service  providers,  academicians,  and  clinic 
directors.     Eleven  of  the  active  members  are  Native  American. 

To  date,   the  Network  has  identified  long  range  goals, 
objectives,  and  tasks;     formed  working  sub-committees  within  the 
Network  and  suggested  activities  for  NCI  to  undertake  to  raise 
"cancer"  on  the  Native  American  health  agenda.     Those  suggested 
activities  include,  but  are  not  limited  to,  developing  a 
culturally  specific  Cancer  Exhibit,  developing  culturally  specific 
cancer  prevention  promotional  materials  (e.g.,  bookmarks  and  tote 
bags),  and  developing  culturally  and  regionally  sensitive  cancer 
prevention  educational  materials. 

A  series  of  meetings  between  NCI  staff  and  community  leaders, 
health  care  delivery  personnel,  and  state  and  local  government 
representatives  has  recently  been  held.     The  goal  was  to  formalize 
the  Hawaiian  Native  Cancer  Control  Network  which  will  be  able  to 
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disseminate  cancer  prevention  and  control  information  and  develop 
culturally  sensitive  intervention  protocols. 

Analyses  and  interpretations  of  existent  cancer  burden  data 
sources  such  as  the  NCI's  SEER  Program  and  cancer  mortality  data 
from  the  National  Center  for  Health  Statistics  have  been  used  in 
the  development  of  several  new  special  populations-oriented 
programs  including  "Cancer  Prevention  and  Clinical  Research  in 
Underserved  Populations"  and  "Cancer  Control  Needs  in  Older  Black 
Populations."     Educational  programs  targeting  tobacco  usage  by 
school  children  in  Alaska  and  Washington,  D.C.,  have  been 
undertaken  and  brought  to  successful  conclusions.     Analytical  and 
interpretative  technical  assistance  has  been  provided  to  numerous 
state  and  local  health  officials  in  addition  to  officials  in  other 
organizational  areas  of  the  NCI  and  NIH. 

Currently  a  cancer  mapping  program  intended  to  assist  local 
health  officials  to  better  target  cancer  services  is  being 
developed.     This  program  is  expected  to  be  disseminated  in  FY  1991 
to  state  and  local  health  officials,  cancer  centers,  and  other 
interested  persons. 

An  initiative  to  enhance  the  data-based  grants  program  by 
providing  the  grantees  with  funding  and  technical  assistance  for 
an  extended  data  collection/analysis  term  is  currently  being 
pursued.     This  is  expected  to  provide  a  fully  integrated  program 
of  data  collection/analysis,   intervention  planning  and 
implementation  and  finally  program  evaluation. 

Several  programs  have  been  targeted  to  underrepresented 
minority  and  underserved  youth. 

The  National  Cancer  Institute  is  committed  to  exploring 
innovative  ways  of  increasing  the  size  and  diversity  of  the  pool 
of  scientists  in  the  National  Cancer  Program  in  order  to  have  a 
strong  core  of  researchers.     In  order  to  accomplish  this  goal,  NCI 
must  try  new  ways  to  stimulate  scientific  career  interests  in  the 
children  of  minority  and  underserved  Americans. 

In  accordance  with  our  training  authority,   the  NCI  initiated 
a  6 -week  pilot  Science  Enrichment  Program  during  the  summer  of 
1990.     The  goal  was  to  encourage  underrepresented  minorities  and 
underserved  youth  to  pursue  professional  careers  in  the  science 
and/or  mathematics  fields  of  research.     The  1990  participants 
included  107  incoming  tenth  grade  students  from  approximately  26 
states  (including  Alaska,  Hawaii,  and  the  District  of  Columbia) 
who  were  interested  in  science,  mathematics,  and/or  computer 
science.     The  students  were  selected  for  participation  by  an 
Advisory  Committee  and  NCI  staff.     The  ethnic  representation  of 
the  student  participants  included  48  African  Americans,  33 
Hispanics,   12  American  Indians,  6  Caucasians,  4  Asian  Refugees,  2 
Alaska  Natives,  and  2  Native  Hawaiians.     There  were  49  males  and 
58  females. 

The  Ethnic  and  Low  Literacy  Diet  Guide  Project  is  designed  to 
develop  culturally  sensitive  low  literacy  nutrition  education 
materials  for  specific  hard-to-reach  populations.  Seven 
populations  have  been  identified  for  this  project:  American 
Indian,  Alaska  Natives,  Asian,  Blacks,  Hispanics,  Pacific 
Islanders,  and  low  literacy  Whites.     Nutrition  materials  are 
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developed  by  indigenous  aides,  pretested  with  lay  populations  from 
{    that  hard-to-reach  population,  and  organized  into  an  educational 
packet  for  physicians,  health  care  professionals  and 
paraprofessionals  to  disseminate  and  use  in  education  programs  for 
I    these  ethnic  populations. 

This  guide  is  designed  to  accompany  Implementing  Lifestyle 
Changes:  Nutrition  in  Health  Promotion  and  Disease  Prevention:  How 
to  Help  your  Patients  Improve  their  Eating  Habits.     This  second 
low  literacy  guide  would  specifically  address  the  unique  issues  of 
i    low  literacy  and  ethnic  groups  through  the  development  of 
I   educational  materials  which  will  be  used  in  the  guide  for  primary 
'    care  physicians  and  health  professionals  providing  care  to  a 
clientele  of  either  mostly  ethnic  populations  or  low  literacy. 
The  first  criterium  required  the  development  of  the  appropriate 
j   education  materials  that  physicians  and  other  health  care 
1   providers  can  use  to  both  change  their  office  environment  and  use 
in  teaching  patients  who  belong  to  these  special  populations. 

NCI  has  provided  support  for  the  initial  development  and 
!    implementation  of  research  networks  for  the  purpose  of  research 
capacity  building  as  well  as  to  stimulate  research  on  cancer 
control  for  Hispanics,  American  Indians/Alaska  Natives,  Native 
Hawaiians,  and  Blacks. 

NCI  has  participated  in  the  National  Cancer  Advisory  Board's 
I   National  Black  Leadership  Initiative  on  Cancer,     The  purpose  of 
this  initiative  is  to  develop  a  plan  for  the  national  mobilization 
of  the  Nation's  Black  leadership  to  support  the  Year  2000  goals  of 
the  NCI  and  to  stimulate  Black  community  involvement  in  this 
effort.     A  series  of  six  regional  meetings  were  held  across  the 
U.S.     This  effort  has  enhanced  the  level  of  understanding  among 
these  community  opinion  leaders  who  are  now  directing  their 
energies  toward  curbing  some  behaviors  that  are  especially 
detrimental  to  the  health  of  Black  Americans.     Most  notably, 
health  promotion  messages  have  been  developed  with  respect  to 
cigarette  smoking,  dietary  practices  and  the  utilization  of 
effective  early  detection  procedures. 

We  have  been  collaborating  with  the  District  of  Columbia's 
Health  Department  staff  in  an  attempt  to  develop  effective 
strategies  for  reducing  the  city's  high  cancer  mortality  rate. 
Technical  assistance  and  training  are  being  provided  and  we  are 
making  available  research  expertise  and  consultation. 

A  workshop  for  Native  Americans  to  translate  cancer  data  into 
culturally  sensitive  terminology  and  concepts  has  been 
implemented.     The  two-day  workshop  included  45  participants  from 

I    diverse  regions  of  the  U.S.     The  participants  included  health  care 
providers,  clinicians,  and  indigenous  community  health 

'    representatives  in  American  Indian  and  Alaska  Native  reservations, 
urban  clinics,  tribal  hospitals,  and  Indian  Health  Service- 

L   sponsored  health  care  settings. 

I  NCI  continues  to  place  cancer  incidence  and  mortality  rates 

I    in  minority  and  underserved  populations  among  its  highest 

priorities  and  is  undertaking  many  initiatives  in  this  area.  If 
requested,  NCI  will  provide  the  committee  with  list  of  specific 
projects  in  this  area. 


National  Heart,  Lung,  and  Blood  Institute 
statement  of  dr.  claude  lenfant,  director 

budget  request 

Senator  Harkin.  Dr.  Lenfant,  we  have  your  budget  request  of 
$1.2  billion  with  $54.5  million  of  that  increase  delayed  for  obliga- 
tion imtil  September  19.  Your  request  is  an  increase  of  about  6  per- 
cent. Most  of  your  Institute's  increase  is  proposed  for  research 
project  grants  with  funding  for  centers  and  training  held  relatively 
flat.  My  compliments  to  you,  as  well  as  Dr.  Broder,  for  the  success- 
ful gene  therapy  experiment  that  was  conducted  last  fall,  and  any 
other  insights  on  that  that  you  might  have  I  would  be  pleased  to 
know.  Please  proceed  with  your  statement. 

GENE  THERAPY 

Dr.  Lenfant.  Thank  you,  Mr.  Chairman.  I  am  very  pleased  to 
have  the  opportimity  to  report  about  some  of  our  programs. 

Indeed,  taking  the  example  of  gene  therapy,  I  wanted  to  spend 
some  time  on  tne  case  which  has  been  described  to  you  by  Dr. 
Broder.  So,  I  will  not  repeat  what  he  has  said  except  that  I  would 
like  to  underscore  that,  indeed,  we  have  cause  for  optimism  with 
regard  to  the  particular  patient  he  mentioned.  The  reason  for  it  is 
that  a  few  weeks  ago  this  little  girl  and  her  family  all  developed 
a  respiratory  infection.  The  little  girl  came  out  from  this  res- 
piratory infection  with  flying  colors,  if  I  can  say  that,  and  hadn't 
she  been  treated  before,  probably  the  evolution  would  have  been 
quite  different.  So,  that  really  gives  us  a  good  cause  for  being  opti- 
mistic about  the  effectiveness  of  the  gene  transplant  she  received. 

Now,  I  would  like  to  take  two  other  examples  where  gene  ther- 
apy is  riving  us  some  prospects  for  important  clinical  advances. 

The  first  one  concerns  cystic  fibrosis.  One  of  our  researchers  has 
i  successfully  inserted  the  cystic  fibrosis  gene  into  the  airways 
;  epithelial  cells  of  living  animals.  Measurable  indicators  of  gene  ex- 
I  pression  in  the  lung  tissue  of  these  animals  have  been  obtained. 

Another  example  concerns  alpha-l-antitiypsin  deficiency.  And, 
indeed,  in  iust  a  few  weeks,  a  report  will  be  published  dem- 
onstrating the  direct  insertion  and  expression  of  tne  human  gene 
for  alpha- 1-antitrypsin  in  the  respiratory  epithelium  on  living  ani- 
mals. Now,  the  absence  of  this  gene  in  a  human  being  is  a  cause 
of  a  certain  form  of  chronic  obstructive  pulmonary  disease  which 
affects  approximately  30,000  to  40,000  Americans, 
j  So,  we  view  that  as  some  very  significant  advances  which  in  the 
future  would  allow  us  to  hopefully  offer  a  cure  for  these  conditions. 
But  already  in  our  Institute  we  are  investigating  the  possibility  of 
extending  our  efforts  in  gene  therapy  to  other  hereditary  disorders 
such  as  sickle  cell  disease,  Coole/s  anemia,  hypercholesterolemia, 
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hemophilia,  and  other  cardiovascular  conditions.  So,  these  are  some 
examples  which  I  wanted  to  mention  to  you  because  clearly  they 
illustrate  the  impact  of  basic  research  on  clinical  advances. 

PREPARED  STATEMENT 

Now,  as  you  know,  the  Institute  has  numerous  prevention  and 
education  programs.  And  I  just  would  like  to  state  in  concluding 
that  these  programs  have  a  very  positive  impact,  and  we  are  con- 
fident that  our  dissemination  strategies  to  address  cardiovascular 
risk  factor  reduction,  control  of  sudden  heart  attack  morbidity  and 
mortality,  and  asthma  management  and  treatment  will  continue  to 
pay  very  handsome  dividends.  And  in  our  view  these  dividends  can 
be  measured  both  in  terms  of  health  care  cost  reduction,  but  per- 
haps more  importantly,  in  terms  of  better  lives  for  the  patients. 

Thank  you,  Mr.  Chairman. 

[The  statement  follows:] 
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STATEMENT  OF  DR.  CLAUDE  LENFANT 

It  is  my  pleasure  to  address  this  committee  once  again  on  behalf  of  the 
National  Heart,  Lung,  and  Blood  Institute  (NHLBI).     I  have  much  good  news  to 
report  about  our  quest  to  reduce  the  impact  of  cardiovascular,  pulmonary,  and 
blood  diseases  on  the  American  people.     Indeed,  this  has  been  a  year  when  we 
have  consolidated  many  gains  and  moved  ahead  in  a  variety  of  new  directions. 
Over  the  years,  much  attention  has  been  focused  upon  the  use  of  fundamental 
scientific  approaches  to  understand  the  basis  for  health  and  disease.     In  the 
past,   I  have  reported  a  number  of  innovative  findings  from  such  disciplines  as 
cell  biology,  molecular  biology,  and  genetic  engineering  that,  while  not 
always  of  immediate  applicability,  held  great  promise  for  future  health- 
related  dividends.     Today,  I  am  pleased  to  highlight  the  fulfillment  of  that 
scientific  promise  in  a  number  of  disease  areas. 

A  recent  development  in  asthma  research  offers  a  striking  example  of  how 
basic  understanding  has  provided  a  foundation  for  advances  in  treatment. 
NHLBI-supported  basic  research  on  the  inflammatory  mechanisms  underlying 
asthma  has  implicated  a  class  of  chemical  substances,  the  leukotrienes ,   in  the 
pathobiology  of  asthma.     The  leukotrienes  appear  to  trigger  asthma  attacks  by 
causing  airways  in  the  lungs  to  tighten.     Building  upon  this  information, 
scientists  recently  experimented  with  the  use  of  a  newly  developed  inhibitor 
of  leukotriene  biosynthesis  in  experimentally  induced  asthma.     The  drugs 
significantly  blunted  asthma  attacks  without  producing  the  side  effects  that 
can  accompany  current  asthma  therapy.     Because  this  new  approach  addresses  the 
basic  mechanism  underlying  asthma,  it  offers  much  therapeutic  potential  for 
the  millions  suffering  from  this  disorder.     As  we  pursue  this  line  of 
research,  the  National  Asthma  Education  Program  will  continue  its.  efforts  to 
disseminate  the  most  up-to-date  Information  about  the  diagnosis  and  management 
of  asthma.     For  example,  the  recent  release  of  the  Expert  Panel  Report  on 
Asthma  Management  is  expected  to  greatly  facilitate  treatment  by  primary  care 
physicians . 

Molecular  biologists  have  recently  reported  the  Identity  of  a  gene 
responsible  for  familial  hypertrophic  cardiomyopathy  (FHC) ,  one  of  the  most 
common  causes  of  sudden  death  in  young  athletes.    Knowledge  of  the  mutation 
responsible  for  FHC  paves  the  way  for  the  development  of  genetic  tests  for  Its 
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early  detection  and  of  animal  models  to  facilitate  detailed  investigation  of 
this  disorder.     Moreover,  understanding  the  molecular  basis  of  FHC  may  provide 
clues  to  the  treatment  of  other  disorders  that  cause  heart  enlargement,  such 
as  hypertension,  atherosclerosis,  and  valvular  heart  disease.     The  NHLBI  also 
supports  population-based  studies  that  are  using  new  echocardiographic 
techniques  to  assess  cardiac  structure.     The  findings  will  improve  our 
understanding  of  why  heart  enlargement  is  a  major,   independent  risk  factor  for 
subsequent  cardiovascular  events. 

The  emerging  area  of  gene  therapy  provides  another  example  of  how 
fundamental  research  may  lead  rapidly  to  clinical  applications.  Using 
techniques  of  molecular  biology,   it  is  now  possible  to  analyze  human  DNA,  to 
identify,   isolate,  and  purify  specific  human  genes,  and  to  insert  genes  into 
the  DNA  of  human  cells.     NHLBI  intramural  scientists,   in  collaboration  with 
scientists  from  the  National  Cancer  Institute,  recently  performed  the  first 
gene  therapy  on  a  patient  with  adenosine  deaminase  (ADA)  deficiency,  a 
condition  characterized  by  severe  lack  of  immune  function.     A  normal  gene  for 
ADA  was  inserted  into  the  patient's  lymphocytes,  which  were  grown  in  tissue 
culture  and  returned  to  the  patient.     Since  treatment  began  last  September, 
the  patient  has  done  well  and  the  function  of  the  cells  of  her  immune  system 
has  improved  steadily. 

The  current  success  of  bone  marrow  transplantation  between  two  different 
individuals  had  its  origins  in  basic  immunology  research.     Discovery  of  the 
human  leukocyte  antigens  (HLA) ,  used  by  the  immune  system  to  distinguish  self 
from  non-self,  provided  an  answer  to  the  puzzle  of  graft  rejection  and  a 
foundation  for  "matching"  marrow  donors  and  recipients.     The  National  Marrow 
Donor  Program,  originally  initiated  to  demonstrate  the  feasibility  of 
unrelated-donor  transplants,  has  evolved  into  a  major  national  resource  with  a 
registry  of  more  than  240,000  potential  marrow  donors.     During  the  past  year, 
Special  donor  recruitment  measures  adopted  by  the  Institute  increased  the 
representation  of  racial  and  ethnic  minorities  in  the  registry  fivefold.  The 
Institute  has  also  undertaken  a  new  research  program  to  determine  the  degree 
of  HLA  matching  required  for  a  successful  marrow  transplant  and  to  develop  HLA 
typing  procedures  based  on  molecular  biology  techniques.     The  results  of  this 
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work  will  improve  the  efficiency  and  decrease  the  cost  of  HLA  typing,  and 
thereby  increase  the  pool  of  potential  marrow  donors. 

Although  marrow  transplantation  and  gene  therapy  have  evolved  separately, 
they  are  now  coming  together  to  provide  a  potentially  powerful  tool  for 
treating,  and  perhaps  curing,  many  human  diseases.     The  NHLBI  has  taken  the 
lead  in  this  area  by  developing  a  marrow  transplantation  unit  within  its 
clinical  hematology  branch — a  resource  that  will  be  shared  with  other 
interested  components  of  the  NIH.     It  will  be  the  first  research  unit  in  the 
NIH  clinical  center  devoted  exclusively  to  the  study  of  the  fundamental 
biology  and  clinical  application  of  marrow  transplantation.     At  the  same  time, 
research  on  marrow  transplantation  will  be  closely  integrated  with  an  expanded 
research  program  directed  toward  gene  therapy  of  human  diseases.  Genetic 
alterations  of  stem  cells,   the  cells  of  the  bone  marrow  that  give  rise  to  all 
blood  cells,  may  be  the  key  to  successful  treatment  of  hereditary  blood 
disorders,  such  as  Cooley's  anemia,  sickle  cell  anemia,  and  hemophilia.  NHLBI 
researchers  have  made  significant  strides  in  overcoming  the  many  technical 
obstacles  to  clinical  application  of  this  approach.     To  appreciate  the 
magnitude  of  this  progress  requires  an  understanding  of  the  problems  faced: 
fewer  than  one  in  1,000  marrow  cells  is  a  stem  cell;  stem  cells  can 
incorporate  new  DNA  only  when  they  are  dividing;  and  stem  cells  divide 
infrequently.     Thus,  producing  large  quantities  of  genetically  altered  stem 
cells  has  been  a  formidable  task.     During  the  past  year,  we  have  developed 
techniques  to  purify  (concentrate)  stem  cells  50-fold  and  have  explored  ways 
to  accelerate  the  process  of  cell  division.    Moreover,  a  clinically  useful 
protocol  for  Inserting  genes  into  stem  cells  has  been  developed. 

Much  evidence  suggests  that  patients  with  either  Cooley's  anemia  or 
sickle  cell  anemia  may  benefit  from  increased  production  of  gamma  hemoglobin, 
the  normal  hemoglobin  produced  in  fetal  life.     Ongoing  research  is  attempting 
to  uncover  ways  to  turn  off  the  gene  that  produces  the  defective  beta  globin 
associated  with  these  diseases  and  switch  on  the  gamma  globin  production  gene. 
The  Institute  has  initiated  a  grant  program  to  encourage  investigators 
Interested  in  gene  therapy  to  refocus  their  efforts  on  the  globin  genes,  with 
particular  reference  to  Cooley's  anemia.     A  parallel  effort  is  also  under  way 
to  develop  pharmacologic  methods  to  increase  fetal  hemoglobin  production. 
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Researchers  participating  in  a  small,  multicenter  study  of  sickle  cell  anemia 
patients  recently  reported  that  fetal  hemoglobin  levels  were  raised  to  15 
percent  or  more  through  treatment  with  hydroxyurea,  a  common  chemotherapy 
drug.     If  confirmed  in  larger  studies,   this  approach  may  represent  a 
significant  stride  in  reducing  both  the  suffering  and  the  high  hospitalization 
costs  now  incurred  by  sickle  cell  disease  patients. 

The  identification  and  cloning  of  the  defective  gene  in  cystic  fibrosis 
(CF) ,  which  normally  codes  for  a  protein  called  cystic  fibrosis  transmembrane 
conductance  regulator  (CFTR) ,  have  produced  many  research  opportunities  and 
raised  hopes  for  a  cure  through  gene  therapy.     NHLBI-supported  researchers 
recently  demonstrated  that  the  insertion  of  the  normal  CFTR  gene  into  cultured 
human  CF  airway  epithelial  cells  corrected  the  CF  defect  in  vitro .  Further, 
Investigators  in  the  NHLBI  intramural  research  program  have  reported  success 
in  inserting  the  CF  gene  into  the  airway  epithelial  cells  of  living  rats  and 
obtaining  measurable  Indicators  of  gene  expression  In  lung  tissue.  These 
advances  have  greatly  improved  the  prospects  for  the  possibility  of  gene 
therapy  to  cure  the  disease.     The  tools  of  molecular  biology  .have  also 
produced  two  advances  that  may  have  applicability  to  the  short-terra  clinical 
management  of  CF.     Administration  of  aerosolized  alpha-1  antitrypsin  into  the 
airways  of  individuals  with  CF  has  been  shown  to  counteract  the  enzymes  that 
cause  the  tissue  destruction  associated  with  CF  infections.     Related  work  has 
demonstrated  the  effectiveness  of  DNase,  an  enzyme  that  digests  DNA,  In 
reducing  the  thickness  of  CF  mucus.     All  together,   these  findings  represent 
significant  advances  toward  better  treatment  and  ultimate  cure  of  CF. 

Studies  of  the  natural  history  of  atherosclerosis  and  hypertension  have 
enhanced  our  understanding  of  the  development  of  cardiovascular  disease  in 
American  Blacks.     An  examination  of  autopsy  material  from  young  victims  of 
accidental  death  found  that  arterial  fatty  streaks  were  much  more  extensive  in 
Blacks  than  in  whites  of  comparable  age.     The  appearance  of  these  lesions  was 
significantly  associated  with  elevated  seruin  lipid  levels  and  cigarette 
smoking.     The  association  with  smoking  is  a  new  observation  that  could  provide 
powerful  impetus  for  controlling  smoking  in  the  young.     In  other  studies, 
measurements  of  24-hour  blood  pressure  patterns  revealed  that  blood  pressure 
is  much  less  likely  to  drop  at  night  in  Blacks  than  in  whites.     It  is  of 
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considerable  interest  that  this  phenomenon  seems  to  be  unique  to  American 
Blacks  and  has  not  been  observed  in  studies  of  Blacks  born  in  other  parts  of 
the  world.     This  so-called  blunted  nocturnal  decline  imposes  additional 
cardiovascular  strain  which  may  help  explain  the  greater  morbid  consequences 
of  hypertension  experienced  by  Blacks  in  the  United  States. 

Women's  health  issues  are  being  addressed  in  a  number  of  new  and  ongoing 
research  programs  of  the  Institute.     A  pilot  study  to  assess  the  efficacy  of 
various  treatment  interventions  for  asymptomatic  myocardial  ischemia  is  of 
particular  relevance  to  women  in  light  of  evidence  that  women  experience 
unrecognized  myocardial  infarction  more  frequently  than  do  men.     As  part  of 
this  study,  an  assessment  of  the  psychophysiologic  characteristics  of 
myocardial  ischemia  will  be  conducted.     The  Institute  also  has  a  strong 
interest  in  how  health-related  behaviors  become  established  and  can  be 
modified.     This  year,  NHLBI-supported  researchers  presented  evidence  that 
excess  body  weight  is  a  strong,   independent  risk  factor  for  coronary  heart 
disease  in  women.     A  recent  conference  explored  reasons  for  the  greater 
prevalence  and  more  serious  consequences  of  obesity  in  minority  women. 
Preliminary  data  from  an  NHLBI  observational  study  comparing  the  development 
of  obesity  in  Black  and  white  preadolescent  girls  indicate  that  differences 
exist  between  the  two  races  in  height,  body  mass,  and  eating  habits  at  ages 
9-10  years.     The  Institute  also  recently  sponsored  a  conference  on  smoking  and 
body  weight,  a  topic  of  considerable  interest  in  light  of  the  observation  that 
smoking  cessation  results  in  more  weight  gain  for  women  than  for  men. 

Although  the  association  between  elevated  cholesterol  and  heart  disease 
is  well  established,   the  implementation  of  a  nationwide  strategy  to  lower 
cholesterol  levels  has  been  controversial.     This  past  year,   the  NHLBI 
sponsored  three  conferences  to  reexamine  the  science  base  for  the 
recommendations  of  the  National  Cholesterol  Education  Program  (NCEP) .  The 
conferences  assessed  data  concerning  the  extent  to  which  serum  cholesterol 
levels  predict  coronary  heart  disease  in  older  persons  and  in  women,  reviewed 
the  evidence  for  associations  between  low  serum  cholesterol  levels  and  certain 
specific  causes  of  morbidity  and  mortality,  and  addressed  the  costs  and  health 
implications  of  cholesterol  lowering.     The  conclusions  reaffirmed  the 
Institute's  current  approach  to  cholesterol  lowering,  and  recommended 
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additional  research  In  a  number  of  specific  areas.     The  topic  of  cost  Is  being 
addressed  In  a  new  NHLBI  research  program  to  identify  alternative  strategies 
for  cholesterol  reduction.     A  new  NCEP  expert  panel  report  to  be  released  this 
spring  will  provide  guidance  about  cholesterol  assessment  and  intervention  in 
children  and  adolescents.     The  NHLBI  has  also  initiated  a  clinical  trial  of 
cholesterol  lowering  in  the  elderly,  which  is  expected  to  provide  a  firm 
scientific  basis  for  treatment  recommendations  in  older  persons. 

In  the  upcoming  year,   the  NHLBI  will  continue  support  for  its  five 
education  programs  in  the  areas  of  high  blood  pressure,  cholesterol,  smoking, 
asthma,  and  blood  resources,  placing  special  emphasis  on  ways  to  reach 
Americans  at  high  risk,  particularly  minorities  and  those  with  low  literacy 
skills.     The  Institute  is  also  taking  the  first  steps  toward  implementation  of 
a  new  national  education  program  intended  to  reduce  premature  morbidity  and 
mortality  from  heart  attack  through  early  intervention.     The  initial  efforts 
of  this  program  will  focus  on  educating  health  care  professionals  and  their 
patients  about  the  need  for  immediate  identification  and  treatment  of  patients 
at  the  first  symptoms  and  signs  of  a  heart  attack.     Such  efforts  are  expected 
not  only  to  enhance  survival,  but  also  to  contribute  substantially  to  the 
quality  of  life  of  heart  attack  patients  and  their  families. 

Mr.  Chairman,   the  FY  1992  budget  request  for  the  National  Heart,  Lung, 
and  Blood  Institute  is  $1,209,924,000.     I  would  be  pleased  to  answer  any 
questions  that  the  committee  may  have. 
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EDUCATION  PROGRAMS 

Senator  Harkin.  Thank  you  very  much,  Dr.  Lenfant. 
Dr.  Lenfant,  I  have  been  looking  at  your  biomedical  research 
spectrum  which  talks  about  taking  the  research  through  the  var- 
ious steps  from  basic  to  clinical  trials,  demonstration,  education, 
I  with  the  end  product  being  knowledge  dissemination.  You  have  a 
very  active  series  of  education  programs,  including  the  national 
cholesterol  education  program,  the  national  blood  pressure  edu- 
cation program,  and  the  national  asthma  education  program,  and 
'  many  others. 

First  of  all,  I  want  to  congratulate  you  on  this  effort,  and  I  be- 
lieve the  last  step,  education  and  knowledge  dissemination,  is  criti- 
j  cal.  It  ties  in  with  my  strong  feelings  on  prevention.  Before  you  can 
I  have  prevention,  people  have  to  have  knowledge  and  information, 
and  once  they  are  educated,  then  they  can  perhaps  better  take  care 
of  themselves. 

My  question  to  you  is  should  we  highlight  these  education  pro- 
grams more  specifically  in  the  budget  so  that  we  can  see  in  your 
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Institute  and  perhaps  all  the  other  institutes  what  is  being  spent 
on  knowledge  dissemination  or  education. 

Dr.  Lenfant.  Well,  Mr.  Chairman,  this  is  a  question  that  we  are 
discussing  extensively,  and  I  have  to  tell  you  that  as  yet  we  have 
not  come  up  with  a  definitive  answer.  If  I  may,  let  me  tell  you  dur- 
ing the  next  2  minutes  about  the  pros  and  cons  of  having  a  line 
in  our  budget  corresponding  to  all  these  programs. 

The  advantage  is  that  clearly  it  would  give  them  much  greater 
visibility.  Everybody  would  know  they  are  here,  and  they  would  be 
recognized. 

Also,  administratively,  it  would  clearly  simplify  greatly  knowing 
the  costs  of  these  programs. 

Now,  there  are  some  disadvantages  which  I  also  would  like  to 
mention.  As  you  see  from  the  spectrum  that  you  referred  to,  we 
view  our  programs  as  a  continuum  going  basically  from  basic  re- 
search to  clinical  research  to  demonstration  projects  and  to  preven- 
tion and  dissemination.  I  think  that  the  reason  why  our  programs 
of  dissemination  are  so  successful  is  that  they  are  based  on  up-to- 
date  research  outcome.  Now,  if  they  were  identified  as  a  line  in  our 
budget,  we  feel  that  there  would  be  a  separation  of  sorts  between 
the  basic  research,  the  clinical  research,  and  this  dissemination  ef- 
fort. 

In  addition,  there  would  be  also  some  problems  with  the  tracking 
of  some  of  the — I  hate  to  use  the  word  indirect  costs  today — ^man- 
agement costs,  if  you  want,  PTE's  and  other  costs  which  are  nec- 
essary to  conduct  these  programs. 

So,  to  summarize,  there  are  some  advantages,  some  dis- 
advantages. We  look  at  it  continuously.  We  never  came  up  with  a 
definite  answer.  All  I  can  say  that  if  the  Congress  wants  to  have 
that  as  a  special  line  in  our  budget,  we  could  live  with  it,  but  we 
can  live  just  as  well  if  it  is  not  a  special  line  in  the  budget. 

Senator  Harkin.  Dr.  Raub,  do  you  have  any  feelings  about  that? 

Mr.  Hall  just  gave  me  this.  Under  each  of  the  institutes,  there 
is  regular  programs  and  research  training,  regular  program,  re- 
search training,  regular  program,  research  training.  Should  there 
be  another  line  for  prevention,  education?  That  is  really  the  ques- 
tion I  had  for  Dr.  Lenfant.  Do  you  have  any  thoughts  on  this? 

Dr.  Raub.  From  my  view,  sort  of  along  tne  lines  that  Dr.  Lenfant 
has  suggested,  I  think  it  turns  on  communication,  that  it  is  in  our  ^ 
interest  and  yours  and  everyone  else's  that  our  budget  requests 
provide  the  information  in  a  way  that  is  useful  to  everybody  in- 
volved, at  the  higher  levels  of  the  executive  branch  as  well  as  with 
the  Conjp^ess.  And  we  certainly  would  be  open  to  discussions  with  i 
the  staff  elsewhere  in  the  Department  and  with  the  committee  staff! 
here  to  look  at  formatting. 

Senator  Harkin.  Well,  let's  take  a  look  at  it.  ; 

Dr.  Raub.  I  would  not  want  to  see,  nor  do  I  think  you  are  sug- 
gesting, that  a  formatting  change  in  the  budget  display  change  the 
style  of  management  within  Dr.  Lenfsmt's  Institute,  for  example. 
But  I  think  that  we  ought  to  be  able  to  be  sure  that  we  are  commu-  ^ 
nicatinff  in  a  way  that  you  have  the  information  you  need  readily  ^ 
at  hand  to  make  the  judgments  and  oversight  that  is  your  respon- ' 
sibility,  and  we  will  be  glad  to  cooperate  on  that.  . 
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Senator  Harkin.  We  will  discuss  this  in  the  next  few  weeks  or 
so.  Fm  not  committed  to  that.  Fm  just  asking  the  question  if  that 
would  be  a  proper  way  to  go  or  not.  I  don't  know. 

I  can  understand  what  you  mean.  It's  a  continuum.  If  you  sepa- 
rate it  out,  it  looks  like  you  are  separating  these  functions  out,  and 
how  do  you  assign  full-time  equivalents  to  it.  I  understand  all  that. 

Dr.  Lenfant.  Mr.  Chairman,  I  cannot  underscore  enough  the 
point  that  what  is  important  to  assure  the  success  of  these  preven- 
tion education  programs  is  that  they  be  based  on  research  outcome 
not  on  some  vague  ideas.  At  each  of  our  meetings,  for  example, 
where  we  discuss  prevention,  we  have  a  science  presentation  to  tell 
the  people  who  are  going  to  advise  us  on  our  next  move  relative 
to  prevention  about  the  latest  information  and  best  information 
that  we  have  as  a  basis  for  that  prevention  program. 

STUDY  ON  DIET  AND  FITNESS 

Senator  Harkin.  Do  you  have  any  more  comments  on  the  diet  fit 
study  other  than  what  Dr.  Broder  said? 

Dr.  Lenfant.  Yes,  we  do.  Dr.  Broder  and  I  are  discussing  this 
from  time  to  time  and  our  respective  staff  discuss  that  a  lot. 

I  really  would  like  to  imderscore  the  point  which  he  was  making 
that  the  difficulty  before  making  a  decision  is  that  we  have  to  as- 
sess two  factors,  one  is  the  feasibility  of  the  study;  by  this  I  mean, 
is  it  feasible  to  really  reach  out  to  the  population  group  that  we 
want  to  include  in  this  study. 

And  the  second  factor  is  the  acceptability.  This  is  a  very  impor- 
tant point:  Assume  that  it  is  feasible  to  reach  the  population 
groups  we  need  to  include,  but  would  it  be  acceptable  to  these  peo- 
ple tiiat  we  ask  them  to  change  diets  very  significantly  because 
changing  the  diet  is  going  to  cost  money.  It  is  going  to  modify  the 
budgetary  constraints  which  may  exist  in  this  family.  And  for  this 
reason,  all  our  urging  to  change  the  diets  may,  in  fact,  not  be  ac- 
cepted. Therefore,  we  think  acceptability  needs  to  be  assessed  as 
well  as  feasibility. 

We  do  participate  in  this  study.  We  are  not  as  generous  as  Dr. 
Broder  is,  but  we  have  our  fair  share  in  this  program, 
i     Senator  Harkin.  I  am  wondering,  is  it  imder  your  department 
'  where  you  do  the  studies  on  cholesterol — ^right? 
I    Dr.  Lenfant.  Yes. 

'    Senator  Harkin.  Fm  going  to  have  my  staff  get  a  hold  of  you.  I 
would  like  to  set  up  some  time  in  the  next  few  weeks  to  talk  with 

,  you  and  anyone  else  that  you  might  designate  about  what  the  lat- 
est findings  are  on  cholesterol,  treatments. 

Dr.  Lenfaot.  We  will  be  most  pleased,  Mr.  Chairman.  We  will 
call  Mr.  Hall  and  set  up  a  time  at  your  convenience. 

j  QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

;     Senator  Harkin.  Thank  you  very  much.  Dr.  Lenfant.  There  will 
[  be  some  additional  questions  which  will  be  submitted  for  your  re- 
sponse in  the  record. 

[The  following  questions  were  not  asked  at  the  hearing,  but  were 
submitted  to  the  Institute  for  response  subsequent  to  the  hearing:] 
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QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

ROLE  OF  VIRUS  IN  ATHEROSCLEROSIS 

Question.      Dr.  Lenfant,  as  you  know,  atherosclerosis  eventually  kills 
more  Americans  than  almost  any  other  condition.     The  popular  press  has 
reported  that  "a  common  viral  infection  may  be  the  first  step  in  a  complex 
process  in  which  human  arteries  become  clogged  as  people  age...". 

What  can  you  tell  the  Committee  about  the  possibility  that  a  common  virus 
may  cause  atherosclerosis? 

Answer.     It  cannot  yet  be  stated  with  any  certainty  whether  the  known 
association  of  viruses  of  the  herpes  family  with  human  atherosclerosis  is  a 
cause  or  a  consequence  of  the  disease.     However,  a  herpes  virus  infection  is 
among  the  plausible  hypotheses  for  early  damage  to  the  cells  of  the  blood 
vessel  wall,  leading  to  the  subsequent  progression  of  atherosclerosis.  One 
herpes  virus  causes  atherosclerosis-like  plaques  to  form  in  the  arteries  of 
chickens.     Experiments  using  animal  cells  in  culture  have  shown  how  herpes 
viruses  may  enhance  the  early  stages  of  atherosclerosis.    And  herpes  viruses 
are  commonly  found  in  the  human  artery  wall.     One  particular  herpes  virus  - 
cytomegalovirus  (CMV)  -  appears  to  increase  the  risk  and  severity  of  the 
atherosclerosis  that  often  develops  in  the  transplanted  heart,  compromising 
its  survival. 

Because  our  understanding  of  the  role  of  viruses  in  the  development  of 
human  atherosclerosis  is  incomplete,  and  because  of  the  potential  for 
clinically  important  results,  the  Institute  will  continue  to  support  studies 
in  this  area. 

EVALUATION  FUNDS 

Question.     Dr.  Lenfant,  I  noticed  that  your  research  management  line 
or  the  funds  you  have  for  Institute  management  --  increase  $7,728,000  or  14 
percent  compared  to  the  6  percent  growth  rate  for  your  Institute  overall.  The 
research  management  and  support  for  NIH  grows  15  percent  overall,  so  you  are 
not  out  of  line  with  the  rest  of  NIH.    Why  is  your  overhead  funding  growing  so 
fast? 

Answer.     The  overhead  funding  growth  has  increased  primarily  as  the 
result  of  decisions  outside  the  control  of  the  Institute  to  utilize  more  fully 
the  evaluation  authority  authorized  by  Section  2711  of  the  Public  Health 
Service  Act.     Section  2711  authorized  the  Secretary  to  make  available  for 
evaluation  up  to  one  percent  of  any  appropriation  for  payments  under  any 
provision  of  the  Public  Health  Service  Act.     The  increased  amounts  made 
available  through  the  evaluation  set-aside  will  support  activities  of  the 
National  Center  for  Health  Statistics'  National  Health  Interview  Survey,  and 
initiatives  on  Health  Promotion  and  Disease  Prevention,  as  well  as  the 
activities  of  the  Agency  for  Health  Care  Policy  and  Research. 

NATIONAL  MARROW  DONOR  REGISTRY 

Question.     As  of  January  this  year,  I  understand  you  have  over  260,000 
donors  in  the  Bone  Marrow  Registry.    Just  a  year  ago,  you  had  110,000.  I 

would  like  to  congratulate  you  on  the  expansion.    What  is  your  goal  for  the 
number  of  donors? 

Answer.     There  are  not  yet  enough  HLA  typing  data  available  to  determine 
definitively  how  many  donors  are  needed.     Extrapolation  from  the  best  analysis 
available  suggests  that  a  world-wide  file  of  2  million  donors  would  provide  a 
better  than  90  percent  chance  of  finding  a  donor  for  patients  needing  an 
unrelated-donor  marrow  transplant.     The  United  States  could  contribute  1 
million  or  more  to  such  a  world-wide  file.     More  information  is  needed  to 
determine  the  ethnic  and  racial  composition  of  the  potential  U.S.  donor 
population.     It  is  very  clear,  however,  that  at  least  as  many  minority  donors 
will  be  needed  as  their  proportionate  share  of  the  American  population.  On- 


827 


going  analyses  of  the  distribution  of  HIA  combinations  will  provide  a  basis 
for  reevaluating  and  revising  recruitment  goals . 

Question.  What  problems  are  you  experiencing  in  continuing  to  expand  the 
Bone  Marrow  Registry? 

Answer.     As  the  size  of  the  registry  has  increased,   so  also  have  the 
costs  associated  with  donor  center  support  and  file  maintenance.     We  are 
pressing  the  contractor  to  obtain  better  cost  figures  for  these  legitimate  and 
growing  needs  so  that  we  can  provide  funds  for  them. 

A  principal  reason  for  the  large  increase  in  the  registry  is  the 
technique  of  using  widely  publicized  recruitment  drives  to  benefit  specific 
patients.     These  drives  are  helpful,  but  they  also  create  problems  for  us. 
For  example,  recruitment  from  these  drives  has  been  so  successful  that  the 
funds  available  for  HLA  typing  were  initially  insufficient.     In  addition,  few 
minority  families  have  participated  in  patient-specific  drives,  so  chat  the 
majority  of  donors  added  to  the  file  have  genetic  backgrounds  similar  to  those 
already  included.     Also,  because  the  expectations  of  families  who  undertake 
such  drives  have  been  raised,  their  disappointment  is  greater  if  a  donor 
cannot  be  found.     On  the  other  hand,  when  these  drives  are  targeted  to 
minority  populations,  they  have  been  very  helpful  in  expanding  the  numbers  of 
donors  from  underrepresented  groups  in  the  registry. 

UNDERLYING  CAUSE  OF  ASTHMA  ' 

Question.    We  know,  of  course,  that  asthma  attacks  occur  because  the 
airways  are  narrowing  and  the  person  has  increasing  difficulties  in  getting 
enough  oxygen,  and  we  know  that  this  effect  can  be  reversed  by  medication. 
Doctor,  what  is  the  mechanism  that  actually  causes  asthma? 

Answer.     For  years  asthma  was  thought  to  be  only  an  acute,  sudden 
tightening  of  the  airways.     We  now  know  that  it  is  a  more  chronic  condition  in 
which  underlying  inflammation  plays  an  important  role.     The  three  major 
processes  in  asthma  are:     1)  airway  obstruction,  or  narrowing;  2)  airway 
hyperresponsiveness  to  a  variety  of  stimuli;  and  3)  Inflammation.  Although 
much  needs  to  be  learned  about  the  precise  mechanisms  of  asthma,  we  know  that 
it  is  a  complex  interaction  among  inflammatory  cells,  mediator  substances,  and 
the  cells  and  tissues  of  the  airway.     To  the  patient,  obstruction  of  the 
airways  Is  the  problem.     It  results  from  constriction  of  the  muscles 
surrounding  the  airway,  excess  mucus  production,  and  airway  swelling. 

Question.     What  is  it  that  actually  causes  the  airways  to  suddenly 
constrict  causing  an  asthma  attack? 

Answer.    An  individual  with  asthma  has  airway  hyperresponsiveness,  or  an 
exaggerated  bronchoconstrictor  response  to  many  physical,  chemical,  and 
pharmacological  agents,  such  as  allergens,  environmental  irritants,  viral 
respiratory  infections,  cold  air,  or  exercise.     For  example,  whert  an 
individual  with  asthma  inhales  a  substance  such  as  animal  dander,  the  usual 
response  is  a  narrowing  of  the  airway,  caused  by  the  constriction  of  the 
smooth  muscles  surrounding  the  airway.    This  constriction  of  smooth  muscle 
involves  the  release  of  inflammatory  substances  from  the  cells  that  line  the 
airway,  which  attract  and  activate  other  inflammatory  substances  circulating 
in  the  blood.     The  combined  effect  of  all  these  substances  is  injury  to  the 
lining  of  the  airway,  which  increases  its  sensitivity  to  inhaled  allergens. 
As  a  result,  the  walls  of  the  airways  swell,  produce  more  mucus,  and  become 
more  hyperresponsive .     Inflammation  keeps  the  airways  in  a  chronically 
irritated  state  that  predisposes  them  to  further  episodes  of  obstruction.  In 
the  past,  the  usual  therapy  for  asthma  relied  solely  upon  controlling  the 
bronchoconstriction.     Now,  as  emphasized  in  the  recently  released  report 
"Guidelines  for  Diagnosis  and  Management  of  Asthma,"  from  the  National  Asthma 
Education  Program,  control  of  inflammation  is  viewed  as  an  important  part  of 
asthma  treatment. 
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THE  DIET  FIT  STUDY 

Question.     I  understand  that  last  year  NIH  recommended  against  proceeding 
with  a  diet  study  that  focused  on  health  effects  of  carefully  controlled  diets 
on  women.     Your  Institute  and  the  Cancer  Institute  are  Involved  In  this 
effort.     I  understand  that  whether  or  not  NIH  proceeds  with  this  study  has 
come  into  question  and  has  been  the  focus  of  a  good  bit  of  controversy.  What 
in  your  view  Doctor  is  the  merit  of  proceeding  with  the  Diet  Fit  Study? 

Answer.    The  Diet  Fit  trial  is  designed  to  test  whether  a  low  fat  diet 
will  prevent  the  development  of  breast  cancer  and  heart  disease  in 
postmenopausal  women.     A  trial  of  the  size  proposed  in  Diet  Fit  would  test 
with  high  confidence  whether  this  low  fat  diet  would  reduce  the  development  of 
two  common,  chronic  diseases  in  women  --  coronary  heart  disease  and  breast 
cancer.     For  this  reason,  we  have  expressed  interest  in  supporting  this  study 
and  have  worked  with  the  National  Cancer  Institute  on  a  study  design  that 
would  best  serve  the  needs  of  both  of  our  programs.     At  the  present  time  we 
are  cosponsor  of  a  pilot  study  to  assess  the  feasibility  and  acceptability  of 
the  proposed  dietary  intervention  by  the  population  we  want  to  reach. 
Although  there  are  many  significant  difficulties  to  overcome  in  conducting  a 
successful,  large  scale  trial,  from  our  perspective  such  a  study  has  the 
potential  to  yield  useful  and  important  information. 

HEALTH  PROMOTION  IN  THE  WORKPLACE 

Question.     At  these  hearings  last  year,  the  Committee  expressed  a  desire 
that  your  Institute's  research  efforts  reflect  a  better  balance  of  health  and 
behavior  research.     The  Committee  also  stated  that  It  would  like  to  see  such 
topics  as  health  and  behavior  in  the  workplace  and  evaluation  of  service 
programs  added  to  the  Institute's  priorities.     Could  you  comment  on  any 
developments  regarding  these  concerns? 

Answer.     Since  1980,  the  National  Heart,  Lung,  and  Blood  Institute 
(NHLBI)  has  coordinated  the  NHLBI  Workplace  Initiative.     It  has  been  an 
important  element  of  three  of  the  NHLBI  education  programs:     the  National  High 
Blood  Pressure  Education  Program,  the  National  Cholesterol  Education  Program, 
and  the  NHLBI  Smoking  Education  Program.     The  NHLBI  Workplace  Initiative 
activities  will  now  also  be  Incorporated  into  our  newest  national  education 
program,  the  National  Heart  Attack  Alert  Program.     The  goal  of  the  NHLBI 
Workplace  Initiative  is  to  reduce  premature  cardiopulmonary  morbidity  and 
mortality. 

In  order  to  achieve  this  goal,  the  NHLBI  Workplace  Initiative  promotes 
research  and  educational  projects  and  materials  to  reduce  cardiopulmonary 
morbidity  and  mortality  among  workers  and  their  families.     For  example,  the 
NHLBI  has  funded  several  studies  examining  efficient  and  effective  ways  to 
establish  cardiopulmonary  risk  factor  reduction  programs  at  the  workplace. 
One  workplace  demonstration  and  education  study,  which  was  conducted  at  the 
University  of  Michigan  in  cooperation  with  General  Motors  Corporation  and  the 
United  Auto  Workers,  sought  to  reach  blue-collar  workers,  a  group  at 
particularly  high  risk  for  cardiopulmonary  disease.     The  study  investigators 
and  NHLBI  staff  are  currently  translating  study  findings  into  a  set  of 
practical  guidelines.     These  guidelines,  called  "Wellness  Outreach  at  Work," 
will  assist  Interested  professionals  in  establishing  and  maintaining  programs 
for  employees. 

Another  study  at  the  University  of  Minnesota  is  examining  the  Impact  of 
workplace-based  intervention  projects  on  smoking  and  obesity  in  a  project 
involving  32  firms.     In  this  study,  cross -sectional  surveys  of  employees 
evaluate  the  impact  of  the  interventions  on  smoking  and  obesity.  Data 
analyses  examine  differential  effects  on  employee  subgroups.     In  addition, 
characteristics  of  the  worksites  that  facilitate  or  hinder  program 
effectiveness  are  examined. 

A  workshop,  sponsored  by  the  NHLBI  and  the  University  of  California  at 
Irvine,  examined  physical  and  psychosocial  characteristics  of  the  worksetting 
and  their  relationships  with  cardiovascular  disease.  Evidence  of  an 
independent  association  between  occupational  stress  and  the  incidence  of 
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coronary  heart  disease  and  subsequent  mortality  has  stimulated  interest  in 
defining  the  proportion  of  risk  attributable  to  modifiable  factors  in  the  work 
environment.     Based  upon  recommendations  from  the  workshop,   the  Institute  is 
developing  an  initiative  to  address  occupational  stress  and  cardiovascular 
disease . 

The  NHLBI  Workplace  Initiative  also  maintains  an  active  technology 
transfer  effort  that  relies  upon  seminars  and  other  cooperative  activities  and 
dissemination  of  educational  materials.     For  example,   the  Institute  developed 
a  kit  of  materials  for  professionals  and  workers  primarily  related  to  the 
three  major  modifiable  risk  factors:     cigarette  smoking,  high  blood  pressure, 
and  high  blood  cholesterol.     The  kit  includes  technical  documents  for  health 
professionals,  guides  for  workplace  program  planners,  brochures  and  materials 
for  workers,  and  order  forms  for  additional  publications. 

NATIONAL  CHOLESTEROL  EDUCATION  PROGRAM 

Question.  What  types  of  new  cholesterol  awareness  education  programs  do 
you  currently  have  in  place? 

Answer.     In  1990,  the  Institute's  National  Cholesterol  Education  Program 
(NCEP)  released  the  report  of  the  Population  Panel,  which  recommended  that 
healthy  Americans  adopt  an  eating  pattern  low  in  saturated  fat,  total  fat,  and 
cholesterol  in  order  to  reduce  average  blood  cholesterol  levels  in  the 
population.     Various  mechanisms  are  now  being  used  to  communicate  this  message 
to  the  public.     New  television  public  service  announcements  have  been 
developed  to  promote  heart-healthy  eating.     A  revised  fact  sheet  is  being 
distributed  to  educate  the  public  about  low  saturated  fat,  low  cholesterol 
eating  patterns.     New  recipes  have  also  been  added  to  expand  the  range  of  the 
Stay  Young  at  Heart  kit,  a  point-of -purchase  nutrition  education  program. 

On  April  8,  1991,  the  NCEP  released  the  report  of  the  Expert  Panel  on  Blood 
Cholesterol  Levels  in  Children  and  Adolescents.     The  report  reaffirms  that 
young  people  from  the  age  of  about  two  years  should  take  part  in  the 
population  eating  pattern  as  a  principal  means  for  coronary  heart  disease 
prevention.     The  report  also  recommends  that  children  from  families  at  high 
risk  for  coronary  heart  disease  have  their  cholesterol  level  measured  to 
determine  whether  they  require  individualized  medical  attention  to  help  lower 
their  cholesterol.     The  report  will  be  widely  disseminated  to  health 
professionals  and  will  be  presented  and  discussed  at  prof essiona^l  meetings. 
Educational  booklets  for  parents  and  their  children  are  being  readied  to 
explain  how  to  adhere  to  a  cholesterol- lowering  diet.     A  new  round  of 
television  public  service  announcements  will  use  a  family  theme  to  promote 
heart-healthy  eating  for  adults  and  children.     The  Institute  is  also  planning 
to  an  initiative  to  encourage  schools  to  incorporate  information  about  heart- 
healthy  eating  into  their  curricula  and  to  offer  heart-healthy  menu  choices  in 
their  cafeterias. 

CONGRESSIONAL  ROLE  IN  EDUCATION  PROGRAMS 

Question.     What  role  can  we  in  Congress  play  in  the  education, 
prevention,  and  behavior  modification  program? 

Answer.     Philosophical  and  policy  support  by  Congress,  particularly  in 
the  last  decade,  has  provided  the  impetus  and  means  to  define  our  prevention 
science  research  agenda  and  to  translate  the  outcomes  of  prevention  research 
into  prevention,  education,  and  control  programs.     The  Congress  continues  to 
play  a  critical  role  in  providing  its  insight  about  priorities.     The  Institute 
is  encouraged  by  the  contributions  of  the  Congress  included  in  its  report 
language  and  in  its  deliberations  to  help  formulate  public  health  policy  in 
the  area  of  prevention,  education,  and  control.    We  look  foirward  to  the 
continued  support  of  the  Congress  in  disseminating  our  increased  knowledge 
regarding  populations  at  risk,  particularly  minority  groups. 

ARTIFICIAL  HEART  PROGRAM 

Question.  Could  you  tell  us  the  current  status  of  your  artificial  heart 
program? 


3»-7n    O— 91  27 


830 


Answer.    Two  major  activities  are  continuing.    First,  an  electrically 
powered,  implantable  left  ventricular  assist  system  (LVAS)  has  completed 
rigorous  laboratory  reliability  tests  that  demonstrated  two  years  of 
continuous  operation  without  failure.    The  device  is  being  prepared  for 
clinical  evaluation  in  patients  with  advanced  congestive  heart  failure.  It 
will  be  the  first  use  of  an  LVAS  designed  for  extended  use  that  only  requires 
externally  worn  batteries  to  transmit  electrical  energy  across  the  intact  skin 
to  power  the  implanted  device.     Clinical  Centers  in  Pittsburgh  and  St.  Louis 
are  collaborating  with  the  New  England  Research  Institute  to  develop  the 
clinical  evaluation  protocols  and  to  guide  the  Investigational  Device 
Exemption  (IDE)  through  the  Food  and  Drug  Administration  (FDA).    The  first 
LVASs  are  expected  to  be  available  in  a  few  months  and  will  be  finally  tested 
in  a  series  of  animals.     Following  necessary  approvals  of  all  aspects  of  the 
program,  patient  implants  should  begin  in  the  Spring  of  1992. 

Second,  the  program  to  develop  an  implantable,  electrically  powered 
artificial  heart  to  replace  the  failing  heart  is  in  the  fourth  of  six  phases. 
To  date,  four  concepts  for  an  implantable  system  have  been  designed,  and 
prototypes  for  them  have  been  built.    A  reliability  model  has  been  established 
for  each  of  the  systems  and  production  problems  are  being  evaluated.  Animal 
tests  have  begun  to  measure  performance  so  that  required  improvements  can  be 
identified.     The  objective  of  the  current  program  is  to  demonstrate  the 
potential  of  the  four  systems  to  function  safely  and  effectively  in  a  clinical 
setting  over  a  five-year  lifetime. 

Question.    Have  there  been  any  recent  major  breakthroughs  in  technology 
regarding  artificial  hearts? 

Answer.    Recent  clinical  experience  with  a  textured,  blood  contacting 
surface  suggests  that  it  may  be  possible  in  some  implantable  artificial  heart 
systems  to  develop  surfaces  that  are  virtually  free  of  thromboembolic 
complications.     New  blood  pumping  surfaces  and  stationary  surfaces  have  been 
developed  that  permit  the  growth  of  a  coating  similar  to  the  lining  in  a 
natural  blood  vessel.     These  new  surfaces  have  been  observed  in  three  dozen 
patients  bridged  to  cardiac  transplant.     The  patients  accumulated  nearly  five 
years  of  mechanical  circulatory  support  without  embolic  complications.  Their 
experience  suggest  that  synthetic  surface  receptors  could  evolve  to  the  point 
where  they  respond  favorably  to  a  changing  biological  environment  and  remain 
biocompatible  for  the  lifetime  of  the  implant. 

i  CHOLESTEROL  LEVELS  IN  SPECIAL  POPULATIONS 

Question.  Are  elevated  blood  cholesterol  levels  predictors  of  cardiovas- 
cular disease  in  older  persons,  women,  and  minorities? 

Answer.     Data  from  22  U.S.  and  international  studies  on  cholesterol  as  a 
risk  factor  for  heart  disease  in  older  persons  and  women  were  recently 
reviewed  at  an  NHLBI- sponsored  workshop.     They  strongly  support  cholesterol  as 
a  risk  factor  in  older  men  and  in  middle-aged  women.     Risk  of  fatal  coronary 
disease  was  32  percent  higher  in  men  over  age  65  years  with  cholesterol  levels 
of  240  mg/dl  or  more,  compared  with  those  with  cholesterol  levels  of  200  mg/dl 
or  less.     In  women  under  age  65  years,  the  risk  of  fatal  coronary  disease  was' 
more  than  twice  as  high  among  those  with  cholesterol  levels  of  240  mg/dl  or 
more  when  compared  to  those  with  cholesterol  levels  below  240  mg/dl.     In  women 
over  age  65  years,  however,  data  were  much  less  consistent  and  fewer  studies 
were  available.    Although  the  overall  risk  of  fatal  coronary  disease  was  only 
marginally  increased  in  women  over  age  65,  it  was  approximately  12  percent 
higher  in  those  with  elevated  cholesterol  levels.     Further  data  are  needed  to 
evaluate  the  cholesterol -heart  disease  association  in  older  women.     They  are 
currently  being  collected  in  NHLBI -sponsored,  multi-center  studies  such  as  the 
Cardiovascular  Health  Study,  the  Cholesterol  Reduction  In  Seniors  Program,  and 
the  Framingham  Heart  Study. 

Data  for  minority  groups  and  for  overseas  populations  were  similar  to 
those  for  White  persons  in  the  United  States.    Risk  estimates  for  cholesterol 
levels  greater  than  240  mg/dl  compared  to  cholesterol  levels  less  than  200 
mg/dl  were  essentially  identical  among  22,000  Black,  6,600  Hispanic,  4,000 
Asian,  and  316,000  White  middle-aged  men  screened  for  entry  into  the  Multiple 
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Risk  Factor  Intervention  Trial  (MRFIT) ,  although  overall  rates  of  heart 
disease  were  lower  in  the  minority  subjects.     Further  assessment  of  risk 
associated  with  elevated  cholesterol  levels  in  minority  populations  will  be 
provided  by  NHLBI- sponsored  studies  such  as  the  Strong  Heart  Study,  the 
Honolulu  Heart  Program,  CARDIA,  and  the  Atherosclerosis  Risk  in  Communities 
Study  (ARIC). 

DIETARY  RECOMMENDATIONS  FOR  CHILDREN 

Question.     Do  you  recommend  the  promotion  of  low  fat,  low  cholesterol 
diets  among  children  as  a  way  of  preventing  heart  disease  later  in  life? 

Answer.     The  National  Cholesterol  Education  Program's  (NCEP)  Population 
Panel  recommends  that  all  healthy  Americans,  including  children  over  the  age 
of  two,  follow  a  dietary  pattern  lower  in  saturated  fats,  total  fat  and 
dietary  cholesterol  than  the  typical  American  diet,  as  a  way  to  prevent 
coronary  heart  disease  (CHD) .     The  Panel  recognizes  that  the  caloric  and 
nutrient  needs  of  growing  children  are  critical  to  support  normal  growth  and 
development,  and  therefore  urges  prudent  movement  to  the  recommended  eating 
pattern.     Also,  the  NCEP  Expert  Panel  on  Blood  Cholesterol  Levels  in  Children 
and  Adolescents  recently  released  its  report.     This  group  reviewed  the 
scientific  evidence  that  atherosclerosis  or  its  precursors  begins  in  childhood 
and  makes  recommendations  for  the  detection,  evaluation,  and  treatment  of 
children  and  adolescents  believed  to  be  at  risk  for  CHD  later  in  life  by 
virtue  of  family  history,  and  elevated  levels  of  low  density  lipoprotein  (LDL) 
cholesterol.    The  report  also  provides  strategies  for  encouraging  desirable 
eating  patterns  for  healthy  children  and  adolescents. 

To  determine  the  safety  and  efficacy  of  a  diet  lower  in  saturated  fats, 
total  fat,  and  dietary  cholesterol  in  growing  children,  the  Institute  funds  a 
multl -center ,  clinical  trial,  The  Dietary  Intervention  Study  in  Children 
(DISC).     Since  children  enrolled  in  DISC  have  elevated  LDL  levels,   the  diet 
recommended  is  more  restricted  in  saturated  fats,  total  fat,  and  dietary 
cholesterol  than  the  diet  recommended  for  healthy  children.     The  DISC  children 
will  be  followed  for  a  minimxun  of  three  years  to  determine  the  effect  of  a  fat 
restricted  diet  on  LDL,  growth,  development,  micronutrients ,  behavior,  and 
cognition. 

SALT  AND  HYPERTENSION 

Question.     There  seems  to  be  some  controversy  about  the  role  of  salt  in 
raising  blood  pressure.    What  do  the  studies  actually  show? 

Answer.     The  results  of  the  most  relevant  studies,  recently  published 
following  a  1989  NHLBI,  reaffirm  the  importance  of  salt.    Data  from  15 
observational  population  studies  and  24  clinical  trials  were  analyzed.     One  of 
the  population  studies,  called  INTERSALT,  Included  52  centers  in  32  countries. 
In  the  aggregate ,  these  studies  indicated  average  blood  pressures  were  lowered 
by  approximately  2-4  millimeters  of  mercury  when  the  usual  sodium  intake  was 
cut  in  half.     The  benefits  were  somewhat  greater  in  hypertensives.     Results  of 
observational  studies  and  trials  are  remarkably  consistent.     Blood  pressure 
reductions  of  these  magnitudes  might  reduce  death  from  heart  attacks  by  5 
percent  and  death  from  stroke  by  8  percent.     The  potential  number  of  U.S. 
deaths  averted  in  middle -age  alone  is  estimated  to  be  16,000  per  year. 

The  conference  papers  also  included  studies  of  so-called  "salt 
sensitivity",  which  is  the  tendency  of  people  to  respond  differently  to  large 
changes  in  salt  intake  and  urinary  excretion  over  relatively  short  periods. 
These  findings  have  considerable  importance  for  understanding  mechanisms  of 
blood  pressure  regulation. 

LOW  BLOOD  CHOLESTEROL 

Question.     It  has  been  reported  that  lowering  cholesterol  may  result  in 
violent  behavior.     Is  this  a  source  of  concern? 

Answer.    At  the  present  time,  a  link  between  lowering  of  blood  choles- 
terol and  so-called  "violent  behavior"  is  only  hypothetical.     Last  fall,  the 


832 


British  Medical  Journal  published  a  review  article  which  used  a  mathematical 
approach  to  reanalyze  the  data  from  several  primary  prevention  trials  on 
coronary  heart  disease.     The  authors  found  that  lowering  cholesterol  does,  in 
fact,  decrease  the  number  of  deaths  from  heart  attacks.     However,  they  also 
noted  that  the  number  of  deaths  due  to  homicides,  accidents,  and  suicides  were 
increased  among  people  being  treated  for  high  cholesterol. 

We  are  not  sure  what  this  means  for  several  reasons.    First,  this  was  a 
retrospective  analysis  of  data  not  collected  for  the  purpose  of  answering  this 
question;  «n  independent  study  would  be  needed  to  determine  whether  the 
finding  is  real  or  merely  an  artifact.     Second,  no  increase  in  these  "violent" 
deaths  was  found  in  secondary  prevention  trials;  that  is,  in  studies  that 
lowered  cholesterol  among  heart  attack  survivors.    We  do  not  understand  why 
this  difference  between  primary  and  secondary  prevention  trials  exists. 

It  should  be  noted  that  a  number  of  scientists  dispute  the  interpretation 
of  a  link  between  "violent"  deaths  and  lowered  blood  cholesterol. 
Nevertheless,  the  hypothesis  is  an  interesting  one,  and  warrants  further 
investigation. 

CONGESTIVE  HEART  FAILURE 

Question.     Recently  we  heard  much  about  congestive  heart  failure.  What 
is  the  status  of  your  research  in  this  area? 

Answer.    The  National  Heart,  Lung,  and  Blood  Institute  maintains  an 
active  and  growing  research  portfolio  on  congestive  heart  failure  (CHF) . 
Studies  of  cardiac  pathophysiology  have  already  provided  a  comprehensive 
description  of  the  hemodynamic  and  electrical  factors  related  to  worsening 
function  of  the  failing  heart.    New  studies  apply  recent  developments  in 
genetic  engineering,  cardiac  imaging  and  spectroscopy  to  fundamental  questions 
about  signals  for  the  structural  changes  in  CHF,  the  role  of  recently 
discovered  vascular  hormones,  and  changes  in  the  availability  of  cellular 
energy  in  failing  heart. 

One  promising  line  of  research  concerns  the  increase  in  autonomic  nervous 
system  (ANS)  hormones  that  accompanies  CHF.    NHLBI- supported  studies  have 
clearly  demonstrated  an  association  between  increased  ANS  hormones  and 
clinical  decline  in  CHF  patients.     The  Institute  supports  a  number  of  studies 
on  the  fundamental  mechanism  responsible  for  ANS  activation,  and  much  new 
information  has  been  gathered  that  will  be  essential  in  the  development  of  new 
pharmacologic  treatments.    Another  line  of  NHLBI -supported  research  concerns 
the  new  group  of  drugs  called  angiotensin  converting  enzyme  (ACE)  inhibitors. 
The  drugs  improve  clinical  function  and  well-being  among  CHF  patients. 
Preliminary  evidence  suggests  that  they  may  also  prolong  life.     The  NHLBI 
supports  a  major  clinical  trial  to  address  the  effectiveness  of  ACE  inhibitors 
in  patients  with  varying  degrees  of  CHF. 

TREATMENT  OF  MILD  HYPERTENSION 

Question.  Is  drug  treatment  safe  and  effective  for  the  treatment  of  mild 
hypertension? 

Answer.     In  April  1990,  an  overview,  or  statistical  summary,  of  all 
properly  designed  clinical  trials  of  antihypertensive  drug  treatment  was 
published  in  the  British  journal,  The  Lancet.    This  report  affirmed  results  of 
earlier,  more  limited  reviews:    cardiovascular  mortality  is  significantly 
reduced  by  treatment.    Further,  the  benefit  to  mild  hypertensives  was  the  same 
when  compared  to  all  hypertensive  patients. 

Question.    What  is  the  place  of  nonpharmacological  treatment? 

Answer.    Nonpharmacologic  treatments  can  be  useful  in  lowering  blood 
pressure,  particularly  in  mild  hypertension.    Recent  evidence  from  NHLBI - 
supported  clinical  trials  suggests  that  a  combination  of  nonpharmacologic 
intervention  --  especially,  modest  weight  reduction  --  and  a  low-dose  drug 
regimen  is  most  beneficial,  not  only  for  lowering  blood  pressure,  but  also  for 
minimizing  drug  side  effects  and  improving  some  indicators  of  "quality-of- 
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life".     The  regimens,  which  include  moderate  salt  restriction,  limited  use  of 
alcohol,  and  increased  physical  activity,  have  now  been  maintained  for  several 
years  in  selected  study  populations. 

NATIONAL  HIGH  BLOOD  PRESSURE  EDUCATION  PROGRAM 

Question.     Your  Institute's  National  High  Blood  Pressure  Education 
Program  is  almost  20  years  old.    Aren't  physicians  sufficiently  well-versed  by 
now  in  managing  hypertension? 

Answer.     It  is  true  the  NHBPEP  has  provided  guidance  to  the  clinical 
community  on  detection,  evaluation  and  management  of  hypertension  for  quite 
some  time.     However,  as  our  understanding  of  the  disease  increases,  treatment 
choices  expand,  our  knowledge  about  management  increases,  and  the  challenges 
to  educate  become  more  complex.     Two  decades  ago,  the  program  advocated  a 
simple  stepped-care  management  approach.    All  patients  were  prescribed  one 
class  of  drug  and  if  the  blood  pressure  remained  uncontrolled,  a  drug  from  a 
second  class  was  added.     If  blood  pressure  was  still  uncontrolled,  a  drug  from 
a  powerful  third  class  was  added,  and  so  on.     Patients  were  simply  counseled 
to  tolerate  the  side  effects.    Many  were  not  willing  to  do  so  and  dropped  out 
of  care. 

Today,  a  wide  variety  of  treatment  options  and  agents  are  available  and 
the  program  is  encouraging  physicians  to  tailor  therapy  to  the  individual 
patient.     Thus,  not  all  patients  will  or  should  receive  the  same  therapy.  As 
a  result,  side  effects  from  treatment  will  decrease  and  adherence  to  therapy 
will  increase.     Tailoring  therapy  means  that  clinicians  can  offer  patients 
greater  choices  and  options,  but  it  also  means  that  they  must  expend 
additional  efforts  to  understand  all  the  differences  among  rationales  for 
these  options.      In  summary,  treatment  today  is  much  more  complex  than  it  was 
two  decades  ago  because  of  the  wider  variety  of  choices;  it  is  also  much  more 
effective. 

NATIONAL  CHOLESTEROL  EDUCATION  PROGRAM 

Question.     What  is  the  National  Cholesterol  Education  Program  doing  to 
improve  the  management  of  high  blood  cholesterol? 

Answer.     Since  the  publication  of  the  National  Cholesterol  Education 
Program's  Adult  Treatment  Panel  (ATP)  guidelines  in  1988,  a  major  effort  has 
been  made  to  improve  high  blood  cholesterol  management.     In  1989,  visits  to 
physicians  for  high  blood  cholesterol  were  up  over  nine-fold  compated  to  1983. 
The  results  of  a  new  survey  of  physician  knowledge,  attitudes,  and  practice 
conducted  in  1990  will  be  available  at  the  time  of  the  National  Conference  on 
Cholesterol  and  High  Blood  Pressure  Control  in  April,  1991.     A  Cholesterol 
Education  Program  for  Nurses  was  developed  in  cooperation  with  the  American 
Heart  Association  (AHA),  and  a  Dietitian's  Kit  was  distributed  to  over  17,000 
dietitians.     New  data  fact  sheets  were  developed  to  highlight  the  striking 
prevalence  of  high  blood  cholesterol.     A  booklet  of  dietary  advice  for 
patients  with  high  blood  cholesterol  who  have  low  literacy  skills"  was 
prepared,  and  the  program's  very  popular  dietary  booklet  (Eating  to  Lower  Your 
High  Blood  Cholesterol)  was  widely  distributed.     A  joint  NHLBI-AHA  joint 
"white  paper"  demonstrating  the  strength  of  the  scientific  basis  for 
cholesterol  lowering  has  been  published  and  is  being  distributed  to  180,000 
physicians.     The  Institute  conducted  three  Important  workshops  addressing  the 
issues  of  cholesterol  as  a  CHD  risk  factor  in  older  persons  and  in  women;  the 
cost  and  health  implications  of  cholesterol  lowering;  and  low  cholesterol  and 
health  risk.     Collectively,   they  supported  the  basic  program  directions  of  the 
National  Cholesterol  Education  Program  (NCEP) .     The  NEP  also  released  the 
final  report  of  its  Laboratory  Standardization  Panel.     The  report  of  the  Panel 
on  Children  and  Adolescents  is  nearing  completion  and  will  be  released  at  the 
National  Conference  in  April . 

Question.    What  is  the  future  direction  of  the  National  Cholesterol 
Education  Program? 

Answer.  At  this  point,  the  National  Cholesterol  Education  Program  (NCEP) 
is  planning  to  continue  its  high-risk  and  population  strategies,  while 
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refining  Its  messages  in  several  areas.     The  Institute,  together  with  the 
American  Heart  Association  (AHA) ,  will  sponsor  a  conference  to  address 
cholesterol  lowering  in  coronary  heart  disease  patients.    A  second  conference 
is  planned  on  the  controversial  issue  of  high  triglycerides/low  HDL.  The 
results  of  these  two  conferences  will  be  incorporated  into  the  work  of  a  new 
Adult  Treatment  Panel,  which  will  address  these  and  other  Important  issues  as 
it  updates  the  current  guidelines  for  the  detection,  evaluation,  and  treatment 
of  high  blood  cholesterol  in  adults.    A  separate  working  group  will  make 
recommendations  on  standardization  of  HDL,  triglycerides,  and  LDL 
measurements.     Industry  will  be  encouraged  to  promote  heart-healthy  eating 
patterns.     New  booklets  will  be  distributed  to  help  parents  in  encouraging 
heart-healthy  eating  by  their  children.    A  family  theme  will  be  used  to  tie 
together  the  various  messages  of  the  program.    New  survey  information  on  the 
knowledge,  attitudes,  and  practices  of  physicians,  nurses,  dietitians,  and  the 
public,  and  on  blood  cholesterol  levels  will  be  used  to  guide  the  efforts  of 
the  NCEP  as  it  becomes  available. 

;  NATIONAL  BLOOD  RESOURCE  EDUCATION  PROGRAM 

Question.     How  is  the  National  Blood  Resource  Education  Program  helping 
to  increase  the  numbers  of  blood  donors? 

Answer.    The  National  Blood  Resources  Education  Program's  (NBREP)  public 
education  campaign  seeks  to  encourage  eligible  individuals  to  give  blood 
regularly  to  help  save  the  lives  of  others.    A  mass  media  campaign,  consisting 
of  radio  and  print  public  service  announcements  has  reached  approximately 
8,000  radio  stations  and  300  magazines.     The  campaign  has  also  been  seen  in 
several  major  airports. 

Activities  to  help  improve  blood  donor  recruitment  and  retention  efforts 
by  blood  centers  are  underway.    A  publication,  "Together  Building  a  Blood 
Supply:    A  Guide  to  Donor  Recruitment  and  Retention"  has  been  distributed  to 
individual  blood  centers.     In  addition,  a  symposium  for  donor  recruiters  and 
their  top  administrators  was  held  in  October,  1990,  to  explore  the  current 
issues  in  effective  donor  recruitment.     Emphasis  was  placed  on  using  a 
marketing  approach  and  providing  customer  service  in  donor  recruitment  and 
retention.     The  program  is  currently  assessing  the  effectiveness  of  these 
activities. 

MINORITY  BONE  MARROW  DONORS 

Question.  How  are  you  helping  to  increase  the  number  of  minority  donors 
in  the  bone  marrow  donor  registry? 

Answer.     We  are  developing  a  mass  media  campaign  to  encourage  Black  and 
Hispanic  persons  to  Join  the  bone  marrow  donor  registry  of  the  National  Marrow 
Donor  Program.     The  campaign  will  include  radio  and  print  messages  and  will  be 
localized  and  distributed  to  13  marrow  donor  centers.     In  addition,  a  package 
will  be  developed  to  help  donor  centers  prepare  minority  volunteers  for 
recruitment  efforts  in  their  communities.    The  program  will  also  include  a 
symposium  to  acquaint  donor  centers  with  the  available  media  tools  and  with 
specific  techniques  for  reaching  minority  individuals  In  their  communities. 
The  effectiveness  of  this  comphrehensive  effort  will  be  evaluated  and  the 
results  will  be  used  to  revise  the  materials.    Future  efforts  will  Involve  the 
recruitment  of  other  minority  groups,  such  as  Asians  and  Native  Americans. 

NATIONAL  ASTHMA  EDUCATION  PROGRAM 

Question.    Your  National  Asthma  Education  Program  is  relatively  new. 
Tell  us  about  its  goals  and  what  are  the  accomplishments  so  far? 

Answer.     The  National  Asthma  Education  Program  (NAEP)  was  launched  in 
March  1989,  to  increase  awareness  that  asthma  is  a  serious  chronic  disease;  to 
ensure  that  asthma  symptoms  are  recognized  by  patients,  families  and  the 
public  and  properly  diagnosised  by  health  professionals;  and  to  ensure  the 
effective  control  of  asthma  by  encouraging  a  partnership  among  patients, 
physicians,  and  other  health  professionals  through  modern  treatment  and 
education  programs.     Achieving  the  NAEP  goals  will  not  only  enhance  the 
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quality  of  life  for  patients  with  asthma,  but  also  decrease  asthma-associated 
morbidity  and  mortality. 

The  NAEP's  first  major  accomplishment  was  the  development  of  an  Expert 
Panel  Report  on  the  Diagnosis  and  Management  of  Asthma.     The  report  was 
released  to  the  medical  and  lay  communities  on  February  5,   1991.     It  outlines 
the  latest  therapeutic  regimens  and  patient  education  approaches  available  for 
managing  and  controlling  asthma.     The  guidelines  included  in  the  report 
represent  the  collective  medical  wisdom  of  allergists,  pulmonologists ,  nurses, 
and  behavioral  scientists.     NAEP  subcommittees  have  identified  several 
activities  that  will  support  the  goals  of  the  program.     With  regard  to 
professional  education,  these  activites  include  the  development  of  a 
clinician's  guide  to  teaching  patients  about  asthma  self -management ,  a 
statement  on  peak  flow  monitoring,  and  an  Executive  Summary  of  the  Expert 
Panel  Report,     Publications  developed  for  patients  and  the  public,  include  a 
pamphlet  entitled  "Facts  About  Asthma",  an  Asthma  Quiz,  and  a  booklet  that 
outlines  how  patients  can  work  with  their  doctors  to  receive  the  best  asthma 
care.     A    number  of  products  are  being  developed  for  schools  that  encourage 
school  personnel  to  take  an  active  role  in  asthma  management. 

NATIONAL  HEART  ATTACK  ALERT  PROGRAM 

Question.     Have  you  initiated  the  National  Heart  Attack  Alert  Program? 

Answer.     The  Institute  launched  the  National  Heart  Attack  Alert  Program 
(NHAAP)  in  January  1991.     The  goal  of  the  NHAAP  Is  to  reduce  premature 
morbidity  and  mortality  from  acute  myocardial  infarction  (AMI),  and  sudden 
death  through  rapid  identification  and  treatment.     The  objectives  of  the  NHAAP 
are  to:   (1)  increase  awareness  and  knowledge  of  the  symptoms  and  signs  of  AMI 
among  those  at  increased  risk  and  those  around  them,   (2)  promote  immediate 
action  by  patients  and  those  around  them  at  the  first  symptoms  and  signs. of 
AMI,   (3)  promote  immediate  identification  and  treatment  of  patients  with  a 
suspected  AMI  or  sudden  death  by  health  care  professionals  in  pre-hospital  and 
hospital  emergency  systems,   (4)  collaborate  with  other  state  and  Federal 
agencies  to  promote  the  appropriate  use  of  an  enhanced  emergency  medical 
services  system,  and  (5)  consider,  when  the  time  is  appropriate,  a  public 
education  campaign  to  complement  the  objectives.     Such  efforts  heighten  the 
potential  for  an  improved  quality  of  life  for  patients,  their  relatives  and 
friends . 

Question.     Who  participates  in  It? 

Answer.     The  NHAAP  will  be  modeled  after  the  four  other  NHLBI  national 
educational  programs.     It  is  governed  by  a  coordinating  committee.  Thus, 
while  the  NHLBI  administers  the  program,  its  implementation  is  a  collaborative 
effort  among  all  of  the  organizations.     The  NHAAP  Coordinating  Committee  will 
consist  of  members  of  professional  and  voluntary  organizations  and  State  and 
Federal  governments  who  are  committed  to  collaborative  efforts  to  achieve  the 
program's  goal  and  objectives.  The  Coordinating  Committee  members  will  examine 
important  issues  related  to  early  cardiac  care  and  make  recommendations 
concerning  program  direction  and  policies.     Members  will  be  encouraged  to 
participate  In  appropriate  activities  and  disseminate  the  educational 
materials  of  the  program  through  their  national  networks  and  constituencies. 
Many  of  the  NHAAP  program  activities  will  be  conducted  through  Committee  and 
subcommittee  endeavors  designed  to  invite  and  maximize  active  participation  by 
all  Committee  members  and  their  organizations.     The  NHAAP  staff  will  also  work 
closely  with  all  individuals  and  organizations  across  the  United  States  who 
are  involved  in  early  cardiac  identification  and  care. 

OBESITY 

Question.  Does  the  NHLBI  provide  the  public  with  Information  on  obesity 
and  the  need  to  control  weight  to  reduce  the  risk  of  heart  disease? 

Answer.     The  Institute  has  recently  begun  the  NHLBI  Obesity  Education 
Initiative.    Obesity  contributes  to  many  cardiovascular  risk  factors  and 
independently  affects  cardiovascular  disease.     The  initiative  allows  the 


836 


Institute  to  begin  a  concerted  effort  to  educate  the  public  and  health 
professionals  of  these  relationships. 

Up  to  now,  obesity  and  weight  control  have  been  addressed  only  as  they 
relate  to  high  blood  cholesterol,  high  blood  pressure,  and  smoking  through  the 
existing  National  Cholesterol  Education  Program,  National  High  Blood  Pressure 
Education  Program,  and  NHLBI  Smoking  Education  Program.     Both  the  NCEP  and 
NHBPEP,  In  their  expert  panel  reports  on  the  detection,  evaluation  and 
treatment  of  high  blood  cholesterol  and  high  blood  pressure,  respectively, 
emphasize  the  need  for  weight  reduction  among  overweight  individuals. 
Materials  for  patients  also  encourage  people  to  reduce  dietary  fat,  especially 
saturated  fat.  In  order  to  reduce  blood  cholesterol  levels  and  achieve  weight 
loss  In  overweight  individuals.     For  the  general  public,  the  NHLBI  has 
assembled  kits  that  Include  fact  sheets  addressing  obesity,  weight  control, 
and  exercise.    Recently,  an  "IQ  Quiz  on  Weight  and  Heart  Disease"  was 
developed  to  increase  public  awareness  about  the  relationships  between  obesity 
and  CVD  risk  factors  and  to  clarify  some  public  misconceptions  regarding 
weight  loss. 

Because  of  its  concern  for  minority  health  Issues,  the  Institute 
sponsored  a  Conference  on  Obesity  and  Cardiovascular  Disease  in  Minority 
Populations  to  examine  the  latest  scientific  Information  available  and  to 
provide  directions  for  further  research.    The  proceedings  of  the  conference 
will  be  published  in  the  June  issue  of  the  American  Journal  of  Clinical 
Nutrition. 

The  NHLBI  Obesity  Education  Initiative  will  integrate  obesity-related 
issues  as  they  evolve  from  the  Institute's  national  education  programs,  and 
will  allow  for  a  more  effective  mechanism  to  address  obesity  as  a  separate 
health  issue.     The  initiative  will  be  directed  by  a  group  of  experts  who  will 
consider  the  various  scientific  Issues  related  to  obesity  and  cardiovascular 
disease,  identify  Issues  where  consensus  opinions  can  and  should  be  reached, 
convene  expert  ad  hoc  advisory  panels  to  address  certain  Issues,  and  recommend 
the  types  of  educational  messages  that  should  be  brought  to  the  public  and  to 
health  care  professionals. 

V- ,  CLINICAL  TRIAL  ON  ORAL  IRON  CHELATION  THERAPY 

Question.     I  understand  that  the  NHLBI  is  considering  a  clinical  trial  on 
oral  iron  chelation  therapy  which  will  be  useful  in  the  treatment  of  Cooley's 
anemia.     VThat  is  the  status  of  this  situation? 

Answer.     For  over  fifteen  years,  the  National  Heart,  Lung,  and  Blood 
Institute  (NHLBI)  and  the  National  Institute  of  Diabetes  and  Digestive  and 
Kidney  Diseases  (NIDDK)  have  been  supporting  the  development  of  improved 
therapies  for  Cooley's  anemia.     The  NIDDK  has  been  responsible  for  conducting 
animal  toxicity  studies  of  potential  new  iron  chelators.     In  anticipation  of  a 
successful  effort  in  this  area,  the  NHLBI  has  prepared  an  initiative  for  a 
cooperative  clinical  trial  for  one  or  more  of  the  new  drugs  that  may  emerge 
from  the  toxicity  studies.     However,  to  date,  no  non- toxic  drugs  have  been 
identified.     When  a  promising  drug  is  eventually  Identified  and  Food  and  Drug 
Administration  approval  is  obtained,  the  NHLBI  is  prepared  to  begin  human 
testing. 

CYSTIC  FIBROSIS 

Question.     Doctor,  in  your  opening  statement  you  briefly  mentioned  some 
recent  progress  that  has  been  made  in  cystic  fibrosis  research.     What  were 
some  of  the  other  significant  advances  made  in  this  area  during  the  past  year, 
and  what  are  the  clinical  implications  of  these  findings? 

Answer.     The  discovery  and  cloning  of  the  cystic  fibrosis  (CF)  gene  have 
together  improved  prospects  for  defining  the  pathogenesis  of  CF  and 
determining  the  relationship  between  the  CF  gene  product,  called  CFTR  (for 
cystic  fibrosis  transmembrance  conductance  regulator),  and  the  ion 
characteristic  transport  dysfunction  of  CF.    A  significant  advance  in  this 
area  is  the  recently  reported  finding  that  CFTR  is  probably  a  chloride 
channel.     This  discovery  helps  to  explain  the  function  of  CFTR  in  lung  cells 
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and  why  an  aberrant  form  of  the  CFTR  would  stop  chloride  from  moving  normally 
through  cell  membranes.     Because  of  the  failure  in  chloride  transport,  CF 
patients  cannot  clear  mucus  from  their  lungs.     As  a  result,  CF  patients  are 
subject  to  numerous  complications  such  as  persistent  bacterial  infections, 
coughing,  labored  or  fast  breathing,  and  general  weakness.     This  research  is 
important  because  it  provides  insight  into  the  function  of  CFTR  and,  combined 
with  other  ongoing  research,  will  help  us  move  closer  to  gene  and/or  protein 
therapy  for  CF. 

Significant  progress  has  also  occurred  in  the  area  of  cell  surface 
receptor-ion  transport  regulation.     Recently,  specific  receptors  have  been 
identified  on  human  airway  epithelial  cells  that  express  activities  which 
place  them  in  a  crucial  position  for  regulation  of  airway  function.  The 
receptors  have  been  shown  to  be  tightly  coupled  to  the  chloride  channels  that 
are  defective  in  CF.     Activation  of  these  chloride  channels  in  human  airway 
cells  leads  to  chloride  secretion.     Modulation  of  the  receptors  provides  a  new 
potential  pharmacologic  approach  to  regulate  chloride  secretion  in  CF 
patients. 

Question.     Doctor,  we  know  the  NHLBI  is  strongly  committed  to  cystic 
fibrosis  research,  leading  to  an  effective  treatment  and,  hopefully  the 
prevention  of  this  disease.     What  has  your  Institute  done  this  past  year  to 
help  progress  towards  these  goals? 

Answer.     Research  efforts  into  the  molecular  basis  of  the  cystic  fibrosis 
(CF)  defect,   the  mechanisms  by  which  it  causes  the  lung  pathophysiology,  and 
the  development  of  new  therapeutic  modalities  have  been  accelerated  by  the 
recent  cloning  of  the  CF  gene.     To  ensure  that  dramatic  strides  continue  to  be 
made  in  the  fight  against  CF,  the  Institute  continues  to  promote  a  vigorous  - 
program  of  basic  and  clinical  research,  training,  and  education  in  CF. 
Although  fiscal  constraints  necessitated  reductions  in  many  of  our  projects,  I 
am  happy  to  report  that  we  were  able  to  make  an  exception  in  the  case  of  our 
three  CF  centers  this  past  year.     The  Institute  also  provided  funds  to  support 
four  grants  received  in  response  to  a  solicitation  entitled  "Molecular  Basis  ^ 
of  Cystic  Fibrosis,"  which  was  issued  by  the  National  Institute  of  Diabetes,  ' 
Digestive,  and  Kidney  Diseases.     The  goal  of  these  grants  is  to  define  and 
characterize  the  molecular  pathophysiology  of  CF  and  the  membrane  transport 
processes  associated  with  the  etiology  and  pathogenesis  of  CF.     As  part  of  our 
effort  to  foster  transfer  of  knowledge  in  basic  science  to  the  clinical 
setting,  the  NHLBI  recently  held  a  conference  entitled  "Molecular  and  Cellular 
Biology  of  Cystic  Fibrosis:     Basic  Concepts  and  Strategies  for  New  Therapies." 
This  conference  assessed  the  current  state  of  knowledge  of  the  CF  gene  and  the 
anticipated  developments  in  the  understanding  and  treatment  of  CF. 

ASTHMA  RESEARCH  AND  EDUCATION 

Question.     Dr.  Lenfant,  your  Institute  has  been  active  in  developing  a 
National  Asthma  Education  Program  to  help  both  children  and  adults  with 
asthma.     Can  you  tell  us  why  you  decided  to  initiate  this  program  and  what  you 
hope  it  will  accomplish? 

Answer.     Asthma  is  a  serious,  chronic  condition,  affecting  approximately 
10  million  Americans,  about  one-third  of  whom  are  children.     Each  year,  people 
with  asthma  experience  well  over  100  million  days  of  restricted  activity,  and 
annual  health-care  costs  for  asthma  exceed  $4  billion. 

Studies  show  that  the  prevalence  of  asthma  Is  Increasing.     Between  1979 
and  1987,  the  percentage  of  the  population  with  asthma  increased  by  about  one- 
third.     The  increase  occurred  across  all  age,  race,  and  sex  groups. 
Hospitalization  due  to  asthma  is  also  increasing.     From  1965  to  1983,  hospital 
discharges  for  children  younger  than  15  years  of  age  increased  over  three 
times.     Deaths  due  to  asthma  are  also  on  the  rise.     From  1979  to  1987,  the 
number  of  deaths  due  to  asthma  nearly  doubled,  from  2,600  to  4,000.  More 
Blacks  than  Whites  die  of  asthma.     This  is  particularly  true  for  10-  to  19- 
year-old  Blacks,  whose  death  rate  from  asthma  is  over  three  times  the  rate  for 
Whites. 
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The  past  10  years  of  NHLBI-funded  research  In  asthma  self -management 
demonstrate  that  emergency  room  visits  and  hospitalizations  can  be 
significantly  reduced,  and  that  school  attendance  and  performance,  as  well  as 
symptoms  of  asthma,  can  be  significantly  improved.     The  National  Asthma 
Education  Program  is  using  the  results  of  this  research  to  guide  present 
health  education  efforts.     The  overall  goal  is  to  develop  a  program  and 
activities  which  will  help  people  with  asthma,  particularly  children,  live 
fuller,  more  productive  lives. 

Question.     Is  asthma  a  public  health  problem  in  this  country? 

Answer.     Asthma  is  a  serious  chronic  disease  with  acute  episodes  that  can 
be  fatal.     Asthma  is  receiving  increased  attention  as  a  public  health  concern 
because  of  significant  increases  in  frequency,  number  and  rate  of 
hospitalizations,  and  deaths.     It  is  one  of  the  leading  medical  causes  of 
absenteeism  among  school  children  and  a  major  cause  of  lost  work  days  in  the 
U.S.   today.     In  1988,  there  were  almost  15  million  visits  to  physicians  for 
asthma. 

Question.     Why  is  the  prevalence  of  asthma  Increasing? 

Answer.    The  prevalence  of  asthma  is  increasing  for  all  age,  race,  and 
sex  groups.     The  reasons  for  the  increasing  prevalence  are  unknown.  However, 
it  has  been  proposed  that  the  increased  prevalence  may  be  due  to  an  increase 
in  allergens  in  our  environment  and  an  increase  in  the  number  of  people  with 
allergic  sensitivity.     Another  hypothesis  is  that  physicians  are  now  more 
accurately  diagnosing  asthma  and  distinguishing  it  from  infections,  such  as 
bronchitis,  and  smoking- related  conditions  such  as  chronic  obstructive 
pulmonary  disease. 

Question.     Are  there  new  approaches  for  treatment? 

Answer.    The  "new"  approach  to  asthma  therapy  involves  a  stepped- care 
approach  to  asthma  management  in  which  the  number  of  medications  and  their 
frequency  of  administration  are  increased  as  necessary.  This  approach 
recognizes  that  asthma  Is  more  than  simply  a  constriction  of  overly  sensitive 
airways.  Inflammation  is  a  key  component  and  therefore  asthma  must  be  treated 
not  only  with  a  bronchodllator ,  a  drug  that  provides  relief  to  the  patient, 
but  also  with  an  anti- inflammatory  drug  that  reduces  and  prevents  the 
inflammation  from  recurring.    The  major  components  of  asthma  treatment  and 
control  Involves  (1)  patient  education,   (2)  medications,  (3)  environmental 
control  measures,  and  (4)  objective  measures  of  assessment. 

One  of  the  National  Asthma  Education  Program's  first  major  activities  was 
the  development  of  an  Expert  Panel  Report  on  the  Diagnosis  and  Management  of 
Asthma.    The  report  guidelines  will  be  distributed  widely  to  primary  care 
physicians  as  well  as  specialists  with  up-to-date  information  on  asthma 
practice.  A  major  thrust  of  the  guidelines  is  to  encourage  physicians  to 
develop  a  partnership  with  their  patients  for  better  asthma  management.  As 
these  guidelines  are  adopted,  it  is  hoped  that  we  can  see  a  reversal  of  the 
Increasing  trends  in  asthma  morbidity  and  mortality. 

ASTHMA  AND  MINORITIES 

Question.     I  have  heard  reports  that  asthma  appears  to  be  a  bigger 
problem  among  Blacks  than  Whites.     In  fact,  I  am  hearing  that  Blacks  are  twice 
as  likely  to  be  hospitalized  and  almost  three  times  more  likely  to  die  from 
asthma.     Is  this  true  and  if  so,  why  is  it  happening? 

Answer.     Asthma  prevalence  has  been  increasing  for  all  groups.  The 
difference  in  prevalence  is  very  small  between  Blacks  and  Whites.  However, 
asthma  seems  to  be  more  severe  in  Blacks  and  more  Blacks  are  hospitalized  and 
die  from  asthma  than  Whites.    Recent  reported  data  on  hospitalizations  for 
children  ages  0  to  4  years  show  that  Blacks  are  almost  twice  as  likely  to  be 
hospitalized.     In  1987,  the  mortality  rate  for  Blacks  for  asthma  was  almost 
three  times  the  rate  for  Whites.     Research  has  shown  that  the  greatest 
mortality  from  asthma  is  centered  in  four  geographic  urban  areas  around  the 
country  with  strikingly  high  rates  in  New  York  and  Chicago's  Cook  County.  The 
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reasons  for  the  high  mortality  Is  not  known.     However,  current  hypotheses 
focus  upon  access  to  care,  poverty,  lack  of  a  usual  source  of  primary  care, 
and  lack  of  adequate  health  insurance.     Control  of  environmental  factors  that 
trigger  asthma  attacks  in  inner  cities  is  another  major  concern. 

Question.     Is  the  National  Heart,  Lung,  and  Blood  Institute  doing 
anything  to  tackle  the  problem  of  helping  minoriti.es  control  their  asthma? 

Answer.     The  Institute  has  initiated  several  research  and  educational 
activities  to  address  the  increasing  asthma  problem  in  minority  populations. 
Five  projects  totalling  over  $9  million  were  awarded  to  develop  effective 
intervention  strategies  for  controlling  asthma  in  minority  children.  The 
projects,  which  target  both  Black  and  Hispanic  children,  are  being  carried  out 
at  the  University  of  New  Mexico;  Washington  University,  St.  Louis;  the 
University  of  Texas  Health  Sciences  Center;  Columbia  University;  and  Howard 
University,  Washington,  D.C.     The  results  of  these  demonstration  and  education 
research  projects  will  be  used  to  develop  innovative  materials  and  approaches 
designed  to  reach  Blacks  and  Hispancics.     In  addition,  the  NHLBI  is  working 
with  nine  emergency  departments  in  large  urban  areas  to  develop  a  treatment 
protocol  and  appropriate  health  education  materials  that  can  be  used 
nationwide . 

Question.  What  initiatives  are  planned  by  the  National  Asthma  Education 
Program  related  to  asthma  in  minorities? 

Answer.     The  NHLBI  plans  to  continue  efforts  and  initiate  new  programs  to 
develop  culturally  sensitive  patient  and  public  education  materials,  including 
target  radio  public  service  announcements.     In  addition,  the  NHLBI  has 
established  working  relationships  with  the  print  media  that  service  the  Black 
community  (JET.  Ebony .  Emerge.  Black  Elegance,  and  Black  Enterprise)  to 
provide  information  on  asthma  to  the  Black  community.     The  NHLBI  now  plans  to 
meet  with  Black  network  television. 

ASTHMA  IN  THE  SCHOOLS 

Question.     I  am  interested  to  learn  that  children  with  asthma  lose  so 
many  days  from  school.    What  can  be  done  about  this? 

Answer.     Asthma  is  a  common  disease  among  children.     Of  the  estimated  10 
million  persons  with  asthma  in  the  United  States,  one- third  are  children.  The 
disease  is  responsible  for  a  large  proportion  of  activity  limitation  and 
school  absenteeism.     School  children,  their  families  and  school  personnel  must 
develop  a  partnership  to  manage  asthma.     Research  has  demonstrated  that  school 
absenteeism  can  be  reduced  and  performance  improved  with  proper  asthma 
education.    Many  schools  exclude  children  with  asthma  from  routine  activities, 
especially  physical  education  and  sports,  because  of  their  disease.  School 
personnel  need  to  know  that  in  almost  all  cases,  these  children  can 
participate  in  virtually  all  school  activities  If  they  are  under  appropriate 
asthma  therapy.     School  personnel  need  skills  to  deal  more  effectively  with 
children  who  have  signs  and  symptoms  of  asthma. 

Question.  Are  there  plans  to  introduce  asthma  education  programs  in  the- 
schools? 

Answer.     The  NAEP  has  established  a  school  asthma  subcommittee  whose 
purpose  is  to  investigate  and  recommend  asthma  education  approaches, 
activities  and  materials  to  be  used  in  the  school  environment.  This 
subcommittee  is  composed  of  organizations  involved  in  education,  including  the 
National  Association  of  School  Nurses,  the  Associations  of  Elementary  and 
Secondary  School  Principals,  the  National  School  Boards  Association  and  the 
Department  of  Education.     The  NAEP  will  develop  appropriate  materials  and 
programs . 

Question.     Last  year  we  were  advised  of  your  cooperation  with  the 
Department  of  Education;  would  you  please  give  us  an  update  on  this? 
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Aniswer.    The  Institute  signed  an  Interagency  agreement  with  the 
Department  of  Education.     Several  of  the  materials  and  programs  currently 
being  developed  for  the  school  environment  are  a  result  of  this  agreement.  The 
products  will  display  the  seals  of  both  Departments.     Initially,  the  materials 
will  be  targeted  to  school  principals  and  outline  the  role  that  school 
personnel  can  play  In  managing  asthma.    A  "Directory  of  Asthma  Resources," 
which  outlines  a  variety, of  asthma  education  resources,  Is  also  under 
development.     Another  product  will  be  developed  for  school  coaches.     The  NHLBI 
will  work  with  the  Department  of  Education  to  select  schools  to  pilot  test 
materials . 


National  Institute  of  Dental  Research 
i  statement  of  dr.  harald  loe,  director 

budget  request 

Senator  Harkin.  Dr.  Loe,  we  have  your  budget  request  for  $160.9 
million,  which  is  about  8  percent  more  than  last  year.  I  am  aware 
of  your  Institute's  successful  effort  to  complete  its  new  long-range 
research  plan,  and  we  look  forward  to  hearing  about  that  and  your 
I  statement.  Welcome,  and  again,  please  proceed.  Dr.  Loe. 
!     Dr.  Loe.  Thank  you,  Mr.  Chairman. 

Last  year  at  this  time,  a  committee  of  experts  convened  by  the 
Assistant  Secretary  for  Health  had  engaged  in  the  most  com- 
prehensive review  of  water  fluoridation  ever  conducted  by  the  Fed- 
eral Government.  As  you  recall,  their  review  was  prompted  by 
studies  in  which  four  male  rats,  of  those  several  hundred  male  and 
female  rats  and  mice  given  high  dosages  of  fluoride  in  drinking 
water,  developed  a  rare  bone  cancer.  The  findings  at  that  time 
were  considered  equivocal,  which  means  that  the  results  could  have 
happened  by  chance  alone. 

The  expert  committee  reviewed  those  experiments,  along  with 
other  animal  data,  and  more  than  50  human  demographic  studies 
worldwide,  and  has  now  completed  its  report.  Their  conclusion  is 
that  optimal  fluoridation  of  drinking  water  does  not  pose  a  detect- 
able cancer  risk  to  humans.  The  committee  also  confirmed  that  flu- 
oride in  water  plays  a  central  role  in  preventing  tooth  decay,  pro- 
viding improved  oral  health  to  all,  rich  and  poor  alike. 

We  at  the  NIDR  are  pleased  that  fluoride,  which  has  been  a  cor- 
nerstone in  dental  disease  prevention  for  the  past  40  years,  has  re- 
ceived a  clean  bill  of  health.  We  hope  that  the  new  report  will  clear 
up  some  of  the  confusion  on  the  part  of  the  public,  and  we  are 
eager  to  get  on  with  the  additional  research  that  the  committee  has 
recommended. 

[  This  year  NIDR  is  participating  in  a  new  and  equally  com- 
I  prehensive  review  of  the  benefits  or  risks  of  dental  amalgam,  the 
mercury-containing  silver  fillings  that  have  been  in  common  use  in 
dentistry  for  more  than  150  years.  The  issue  here  is  the  possibility 
of  mercury  being  toxic  and  that  mercury  is  released  from  these  res- 
torations. Only  a  few  years  ago  were  we  able  to  provide  the  tech- 
nology to  detect  this  small  amount  of  mercury  vapor  from  fillings. 
Actually,  we  believe  that  the  amounts  are  too  small  to  pose  a 
threat,  and  that  there  is  no  need  for  panic  at  this  time. 

However,  we  are  actively  pursuing  studies  and  tests  to  clarify 
this  problem,  and  a  report  can  be  expected  by  the  end  of  this  year. 
I      Senator  Harkin.  On  the  mercury  issue. 

j  Dr.  Loe.  Yes,  sir.  Meanwhile,  we  are  moving  ahead  in  the  devel- 
opment of  new  and  improved  materials  which  one  day  will  sub- 
stitute for  both  silver  and  gold. 
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The  NIDR  also  has  moved  ahead  with  its  new  Research  and  Ac- 
tion Program.  As  you  know,  this  program  is  aimed  at  eliminating 
toothlessness  in  this  country  and  improving  the  oral  health  of 
adults,  the  elderly,  and  others  at  hidi  risk,  including  members  of 
minority  populations.  The  program  has  grown  to  include  several 
other  Federal  agencies,  and  we  are  now  working  with  a  private 
foundation  which  is  about  to  set  up  a  consortium  of  industry,  aca- 
demia,  and  the  general  public  to  mount  a  major  oral  disease  pre- 
vention and  oral  nealth  promotion  program  for  the  Nation. 

PREPARED  STATEMENT 

Finally,  our  past  successes  with  the  prevention  of  disease  in  chil- 
dren and  our  current  aspirations  have  led  us  to  expand  our  agenda, 
as  described  in  our  new  long-range  plan  for  the  1990*s  which  we 
have  called  broadening  the  scope.  The  plan  speaks  to  finishing  the 
job  on  periodontal  diseases  as  well  as  getting  on  with  all  the  dis- 
eases and  disorders  affecting  the  mouth,  the  face,  and  the  jaws. 

Mr.  Chairman,  for  fiscal  year  1992,  the  request  for  NIDR  is 
$160,939,000. 

I  would  be  pleased  to  answer  any  questions  that  you  may  have. 
[The  statement  follows:] 
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STATEMENT  OF  DR.  HARALD  LOE 

Mr.  Chairaan,  the  publication  of  Broadening  the  Scope,  the  new  NIDR  Long- 
Range  Research  Plan  for  the  Nineties,  marks  a  turning  point  in  the  history  of 
the  institute.     During  our  earliest  years,  research  emphasized  dental  caries 
and  periodontal  diseases- -the  costly,  painful,  and  highly  prevalent  conditions 
that  were  responsible  for  the  widespread  toothlessness  of  our  parents'  and  . 
grandparents'  generations.     Four  decades  of  NIDR- funded  research  have  changed 
the  epidemiological  picture.     We  learned  what  caused  these  diseases  and  how  to 
prevent  them- -knowledge  that  has  been  translated  into  public  and  professional 
practice.     Our  surveys  now  indicate  that  50  percent  of  schoolchildren  have  no 
cavities  in  their  permanent  teeth.     Periodontal  diseases  remain  common,  but 
are  generally  mild  and  no  longer  considered  a  major  cause  of  tooth  loss  in  L^. 
adults.     The  resulting  gains  in  oral  health  translated  into  savings  of  $5 
billion  in  the  nation's  dental  bill  in  1989.  ;B 

These  advances  have  allowed  us  to  evolve  from  an  Institute  with  a  two-  -vsi 
disease  focus  to  one  with  a  broadened  mission.     We  will  continue  to  work  to 
reduce  the  burden  of  caries  and  periodontal  diseases,  but  our  plan  for  the 
nineties  establishes  priorities  for  research  that  emphasize  other  serious  and 
debilitating  diseases  that  affect  the  mouth,  the  face,  and  the  jaws.  ; 

Oral  cancers  constitute  one  of  the  deadliest  forms  of  cancer  known,  with 
30,000  new  cases  occurring  every  year  and  10,000  deaths.    Those  who  survive 
may  face  disfigurement  from  surgery,  destruction  of  the  salivary  glands  from 
radiation,  and  impairments  in  speaking,  chewing,  and  swallowing.     We  have 
expanded  research  on  oral  cancers  to  include  studies  of  the  basic  mechanisms 
Involved  In  transforming  the  normal  cells  lining  the  mouth  into  aggressive  and 
rapidly  dividing  malignant  cells.     We  are  exploring  the  role  of  herpes  and 
papillomaviruses  in  initiating  the  cancer  process,  as  well  as  behavioral 
factors  that  greatly  heighten  the  risk,  such  as  the  combined  use  of  tobacco 
and  alcohol.     Our  investigators  have  evidence  that  alcohol  increases  the 
permeability  of  the  oral  tissues,  making  it  easiet  for  carcinogenic  substances 
in  tobacco  to  penetrate  cells. 

To  facilitate  this  research,  NIDR  Intramural  scientists  have  developed  a 
novel  method  for  growing  human  cancers  in  mice- -traditionally ,  an  extremely 
difficult  task.     The  method  should  greatly  benefit  the  study  of  all  human 
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cancers,  enabling  observation  of  the  growth  and  spread  of  human  tumor  cells  In 
the  living  animal,  and  making  it  possible  to  test  new  methods  of  diagnosis, 
treatment,  and  prevention, 

A  second  high  priority  research  area  concerns  birth  defects.    We  have 
long  supported  research  on  treatment  of  cleft  lip  and  cleft  palate- -the  most 
common  facial  birth  defects.     Now  that  we  can  apply  molecular  biology  methods 
to  the  study  of  craniofacial  development,  we  are  increasing  research  on  the 
genetic  and  environmental  factors  that  cause  facial  clefting  and  other 
developmental  disorders,  including  the  abnormalities  of  bone  seen  in 
osteogenesis  imperfecta,   the  painful  skin  and  oral  ulcers  that  occur  in 
epidermolysis  bullosa,  and  the  multiple  defects  in  the  development  of  teeth, 
skin,  and  hair  that  occur  in  the  ectodermal  dysplasias.     The  children  affected 
by  ectodermal  dysplasias  must  be  repeatedly  fitted  with  removable  dentures  as 
they  grow,  a  costly  and  hardly  ideal  solution  considering  that  these  are 
normal,  active  children  who  like  to  play  games  and  participate  in  sports  like 
most  children  their  age. 

We  are  currently  conducting  a  clinical  trial  of  dental  implants  in 
children  with  ectodermal  dysplasias.     The  implants  are  small  titanium  screw- 
like devices  that  are  surgically  placed  in  the  Jawbone  and  allowed  to  heal  for 
several  months ,  during  which  time  they  become  integrated  into  the  natural 
bone.     At  the  second  stage  of  treatment,  artificial  teeth  are  attached  to  the 
implants  and  the  patients  learn  to  clean  the  teeth  just  as  they  would  natural 
teeth.     We  feel  that  this  more  physiological  approach- -along  with  improvements 
in  esthetics,  efficiency,  and  patient  satisfaction- -will  make  implants  the 
treatment  of  choice  in  the  future.     Not  only  will  implants  essentially  replace 
dentures  for  patients  missing  all  their  teeth,  but  they  will  be  used  also  for 
single  tooth  replacements.       The  advantage  in  that  case  is  that  there  is  no 
need  to  cap  the  adjacent  teeth- -the  normal  procedure  in  making  a  bridge. 

The  Institute's  emphasis  on  oral  cancers  and  birth  defects  underscores 
the  priority  we  are  placing  on  people  at  high  risk  for  oral  health  problems. 
We  think  of  this  as  a  natural  progression  from  our  earlier  overall  concern  for 
the  oral  health  of  the  nation's  schoolchildren  to  a  concern  for  the  special 
needs  of  people  of  any  age  whose  oral  health  is  compromised  because  of 
systemic  diseases,  because  of  age,  or  because  of  limited  resources. 
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AIDS  is  one  of  the  more  dramatic  examples  of  a  systemic  disease  that 
:ompromises  oral  health.     The  first  signs  of  infection  with  the  human 
Lmmunodeficiency  virus  often  appear  in  the  mouth  as  candidiasis,  Kaposi's 
sarcoma,  or  other  soft  tissue  lesions.     These  early  clinical  observations  have 
spurred  NIDR  AIDS  research  that  is  contributing  to  the  basic  understanding  of 
the  virus  and  immune  responses,  the  development  of  non-invasive  methods  of 
diagnosis,   treatments  for  AIDS -related  oral  lesions,  and  epidemiological 
studies  of  the  natural  history  of  oral  signs  and  symptoms.  Currently, 
intensive  efforts  are  under  way  to  identify  a  factor  in  saliva  that  inhibits 
the  AIDS  virus  from  infecting  cells.     Such  a  factor  would  explain  why  it  is 
very  difficult  to  recover  HIV  from  saliva  samples  and  why  the  virus  is  not 
transmitted  by  casual  contact  with  infected  patients.     Salivary  spread  of  HIV 
might  occur  in  situations  of  prolonged  sexual  contact,  however,  as  in  deep 
mouth  kissing,  and  for  that  reason  avoidance  of  such  behavior  is  warranted. 

Many  other  diseases  and  disease  treatments  directly  or  indirectly  affect 
oral  health- -common  diseases  such  as  diabetes  and  arthritis;  less  common 
diseases  such  as  the  condition  of  dry  mouth  and  dry  eyes  known  as  SjSgren's 
syndrome,  the  excruciatingly  painful  neuralgias  associated  with  tic  douloureux 
and  shingles,  and  the  unpleasant,  dysfunctional  problems  caused  by  disorders 
of  taste,  smell,  and  swallowing.     NIDR  expansion  in  these  areas  has  occurred 
naturally  as  our  investigators  have  employed  the  new  biology  techniques  to 

j      discover  the  cell  or  molecular  events  underlying  the  symptoms  and  use  these 
findings  to  develop  new  treatments. 

|,  Our  past  surveys  indicate  that  mature  adults  and  older  Americans  are  the 

age  groups  at  highest  risk  for  oral  health  problems --with  over  40  percent  of 
those  over  65  missing  all  their  teeth.     We  are  addressing  the  needs  of  these 
older-age  groups  in  an  initiative  we  have  previously  described  to  the 
Committee:  the  NIDR  Research  and  Action  Program  for  Improving  the  Oral  Health 

I      of  Older  Americans  and  Other  Adults  at  High  Risk.     In  a  move  to  facilitate 
oral  health  research  at  the  Federal  level,  the  Assistant  Secretary  for  Health 
last  year  established  an  Oral  Health  Coordinating  Committee  composed  of  dental 
representatives  from  all  the  Public  Health  Service  agencies.     The  committee's 

1     first  order  of  business  was  to  endorse  the  Research  and  Action  Program  and 
define  objectives  and  implementation  plans  for  each  agency.       Also  in  1990,  a 
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private  foundation  began  plans  for  a  national  oral  health  initiative.  A 
steering  committee  has  been  formed  whose  members  include  former  Surgeon 
General  C.  Everett  Koop,   former  Assistant  Secretary  for  Health  Julius 
Richmond,  a  representative  from  the  American  Association  for  Retired  Persons, 
and  leaders  from  the  dental  profession  and  private  industry.     The  steering 
committee  will  guide  development  of  a  national  consortium  to  conduct  oral 
health  promotion  activities  for  a  wide  range  of  groups,   including  the  elderly. 

Our  concern  for  individuals  at  high  risk  extends  beyond  the  medically 
compromised  and  elderly  to  include  those  of  limited  education  or  access  to 
care:  a  group  which  will  number  many  members  of  minority  populations.  To 
address  issues  of  minority  health  and  assistance,  we  have  developed  a  three- 
part  program  to  enhance  minority  research,  research  training,  and  staff 
recruitment.     With  regard  to  research,  NIDR  is  planning  epidemiological 
studies  of  the  oral  health  of  various  subgroups  of  black,  native  American, 
Hispanic  and  Asian-American  populations  to  establish  baseline  data  and  assess 
risk  factors.     In  this  endeavor  we  have  contracted  with  a  minority  firm  to 
develop  a  plan  for  the  study  of  black  Americans.     Research  will  also  increase 
on  disorders  found  to  be  more  prevalent  in  minorities,  such  as  diabetes,  oral 
cancer,  facial  clefts,  and  a  rare  but  particularly  severe  form  of  periodontal 
disease  prevalent  in  young  black  males. 

In  the  second  part  of  the  program  we  are  increasing  activities  to 
encourage  minority  members  to  pursue  careers  in  research  through  such 
mechanisms  as  minority  supplements  to  existing  research  grants  and  special 
research  training  initiatives.     NIDR  has  proposed  an  expansion  of  its  small 
grant  (R03)  program,  inviting  young  minority  investigators  to  apply  for  these 
awards.     Finally,  NIDR  administrators  are  increasing  efforts  to  attract 
applicants  among  minority  members  and  women  to  staff  positions  as  research 
investigators  or  mid-  and  senior- level  administrative  positions.     We  have 
estabished  a  subcommittee  of  our  national  advisory  council  to  review  these 
activities  and  provide  periodic  reports  and  recommendations. 

Overall,  1990  was  a  year  in  which  we  saw  progress  in  our  efforts  to 
broaden  the  NIDR  mission  and  research  efforts- -affirmed  In  the  title  of  our 
plan,  Broadening  the  Scope.     The  year  was  not  without  controversy,  however,  as 
three  dental-health-related  issues  received  widespread  publicity. 


847 


The  first  Issue  concerned  fluoride  and  emerged  following  the  release  of  a 
study  of  the  carcinogenicity  of  fluoride  in  drinking  water.     The  study, 
conducted  by  the  National  Toxicology  Program  of  the  National  Institute  of 
Environmental  Health  Sciences,  found  "equivocal"  evidence  of  bone  cancer  in  3 
male  rats  fed  high  dosages  of  fluoride  and  1  male  rat  fed  a  mid-high  dosage.  " 
However,  no  bone  cancers  were  found  in  female  rats  or  male  and  female  mice  in 
the  same  study. 

The  Assistant  Secretary  for  Health  subsequently  established  an  expert 
subcommittee  of  his  Committee  to  Coordinate  Environmental  Health  and  Related 
Programs  (CCHERP) ,  asking  it  to  conduct  a  searching  review  of  the  world 
literature  and  include  new  studies  being  conducted  by  the  National  Cancer 
Institute.    The  Committee's  report  was  issued  in  Febrxiary.     Its  most  important 
finding,  based  on  animal  experiments  and  over  50  epidemiological  studies 
including  the  latest  NCI  study,  is  that  there  is  no  evidence  that  optimal 
levels  of  fluoride  cause  cancer  of  any  kind  in  animals  or  human  beings. 
Furthermore,  it  supports  the  use  of  water  fluoridation  as  the  most  cost- 
effective  and  equitable  method  of  preventing  tooth  decay,  benefiting  rich  and 
poor  alike.     The  report  found  that  mild  forms  of  dental  fluorosis  (a  staining 
and  mottling  of  enamel)  have  increased,  probably  because  of  widespread 
availability  of  fluoride  products  and  their  inappropriate  use  in  some  cases. 
The  report  concludes  with  research  recommendations  which  generally  parallel 
those  in  the  NIDR  long-range  plan. 

A  second  issue  to  emerge  in  1990  raised  the  question  of  whether  toxic 
amounts  of  mercury  can  accumulate  in  the  body  as  a  result  of  the  placement  of 
mercury -containing  amalgam  fillings  and  the  subsequent  release  of  mercury 
vapor  during  chewing  or  toothbrushing.     Research  to  date  has  not  proved  that 
mercury- containing  fillings  are  harmful  to  anyone  except  those  rare 
individuals  hypersensitive  to  the  metal.     However,  we  will  continue  to 
investigate  the  health  effects  of  mercury,   including  the  possibility  of 
conducting  population  studies.     A  technology  asessment  conference  on  the 
biocompatibility  of  all  dental  materials  is  scheduled  for  July,  and  we  are 
continuing  research  to  develop  alternative  materials- -ones  that  will  be  as 
durable  as  amalgams,  but  esthetically  preferable,  and  also  requiring  less 
drilling  and  removal  of  sound  tooth  substance.     Finally,  a  new  CCHERP 
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subcommittee  has  been  formed  and  charged  by  the  Assistant  Secretary  to  conduct 
a  complete  investigation.     A  report  is  expected  later  this  year. 

The  third  issue  concerns  the  case  of  the  Florida  dentist  who  allegedly 
was  responsible  for  the  transmission  of  the  AIDS  virus  to  three  of  his 
patients.     We  may  never  know  how  this  transmission  occurred,  but  the  Centers 
for  Disease  Control  suspects  that  there  were  lapses  In  infectivity  control 
procedures.     We  have  formed  an  internal  working  group  to  explore  this  issue. 
While  there  are  complex  regulatory,   legal,  and  ethical  concerns  involved, 
there  are  also  research  issues  relating  to  infection  control  and  compliance. 

Mr.  Chairman,   the  FY  1992  request  for  the  National  Institute  of  Dental 
Research  is  $160,939,000.     I  will  be  pleased  to  answer  any  questions. 
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Copenhagen,   1988;  University  of  Medicine  &  Dentistry  of  New  Jersey,  1987; 
University  of  Maryland,  1986;  University  of  Bergen,  Norway,  1985;  Georgetown 
University  School  of  Dentistry,  Washington,  D.C.,  1983;  University  of  Lund, 
Sweden,  1983;  Catholic  University  of  Leuven,  Belgium,  198O;  University  of  Athens, 
Greece,  198O;  Royal  Dental  College,  Aarhus,  Denmark,  1980;  University  of 
Gothenburg,  Sweden,  1973- 

Honors,  Awards;    Honored  by  His  I-lajesty  the  King  of  Norway  (Royal  Norwegian  Order 
of  Merit),  1989;  U.S.  Surgeon  General's  Exemplary  Award  Medal,  I988;  Swedish 
Dental  Society  International  Prize,  1988;  Honorary  Professorship,  Medical 
Sciences  University  of  Beijing,  1987;  The  Royal  Dental  College,  Copenhagen, 
Denmark,  1987;  Goldstein  Lecture,  Emory  University,  1986;  Member,  National 
Academy  of  Sciences,  Institute  of  Medicine,  1985;  Benjamin  J.  Robinson  Lecture, 
University  of  Maryland,  1985;  Alfred  C.  Fones  Medal  for  Outstanding  Achievement 
in  the  Service  of  Humanity,  ^98H;  International  Award  of  the  Friends  of  the 
University  of  Connecticut  School  of  Dental  Medicine,  1983;  Lister  Hill  Memorial 
Lecture,  University  of  Alabama,  1983;  Daniel  F.  Lynch  Award,  Dental  Society  of 
Greater  Waterbury,  1983;  International  Lecturer  of  the  Year  Award,  Academy  of 
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International  Dental  Studies,  1983;  Gold  Medal,  University  of  Ghent,  1982; 
Centennial  Award,  University  of  California  School  of  Dentistry,  1982;  Award  of 
Merit,  Hartford  Dental  Society,  1982;  Irving  Glickman  Memorial  Lecture,  Tufts 
University,  1979;  William  J.  Gies  Award,  American  Academy  of  Periodontology , 
1978;  Arthur  Herritt  Memorial  Lecture,  Baylor  University,  1977;  Certificate  of 
Achievement,  Connecticut  Society  of  Periodontists,  1975;  Massachusetts  Dental 
Society  International  Award,  1973;  honored  by  Her  Majesty  the  Queen  of  Denmark 
(Knight  of  Danebrog),  1972;  International  Association  for  Dental  Research  Award 
for  Basic  Research  in  Periodontics,  1969;  Honorary  memberships  in  several 
professional  societies  around  the  world. 

Other  Professional  Activities:  Author  of  more  than  275  scientific  articles; 
international  lecturer;  honorary  member  and  elected  fellow  of  scientific  and 
learned  societies  here  and  abroad. 

GUTOELINES  FOR  HEALTH  CARE  PROVIDERS 

Senator  Harkin.  Thank  you  very  much,  Dr.  Loe. 

Obviously,  one  of  the  questions  I  had  was  on  the  silver  fillings, 
and  you  have  answered  that,  and  I  appreciate  tiiat.  We  look  for- 
ward to  that  study  toward  the  end  of  this  year. 

The  other  question  that  we  hear  a  lot  about,  of  course,  is  AIDS 
and  the  transmission  of  AIDS,  the  dentist  in  Florida.  Is  there  a 
need  for  any  additional  guidelines  in  this  area? 

Dr.  Loe.  At  this  point  CDC  is  examining  the  issues.  They  have 
already  had  two  meetings  on  this  particular  problem  and  to  explore 
the  possibility  of  issuing  new  regulations.  Both  the  American  Den- 
tal Association  and  the  American  Medical  Association  have  issued 
guidelines  for  their  professions  on  the  management  of  patients  by 
health  providers  who  are  HIV  positive.  So,  I  think  we  are  in  the 
middle  of  discussing  the  issues  at  the  moment. 

For  our  part,  when  you  look  back  on  it,  we  have  had  10  years 
of  experience  with  AIDS,  and  so  far  we  know  of  only  one  practice 
where  the  disease  was  transmitted  from  health  provider  to  patient. 
The  evidence  for  that  is  also  circumstantial,  by  tne  way,  and  no  one 
really  has  a  fix  on  how  this  happened.  This  is  another  area  we 
need  to  know  more  about  before  we  issue  firm  and  severe  guide- 
lines or  regulate  health  providers  in  practice. 

Senator  Harkin.  Dr.  Loe,  thank  you  very  much. 

Dr.  Loe.  You  are  welcome. 

QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

Senator  Harkin.  There  will  be  some  additional  questions  which 
will  be  submitted  for  your  response  in  the  record. 

[The  following  questions  were  not  asked  at  the  hearing,  but  were 
submitted  to  the  Institute  for  response  subsequent  to  the  hearing:] 
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QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

HEALTH  AND  OLDER  AMERICANS 

Question.  Doctor,  last  year  the  Committee  urged  NIDR  to  launch 
a  research  and  action  program  for  improving  the  oral  health  of  older 
Americans.     What  progress  has  been  made  in  this  effort? 

Answer.     Following  our  analysis  of  data  which  showed  that  older 
people  had  the  most  severe  oral  health  problems  of  any  age  group, 
NIDR  developed  the  Research  and  Action  Program  for  Improving  the 
Oral  Health  of  Older  Americans  and  Other  Adults  at  High  Risk.  The 
goals  of  the  program  are  to  eliminate  oral  diseases  that  lead  to 
tooth  loss,  improve  dental  therapeutics  and  materials,  and  reduce 
barriers  to  self-  and  professionally  provided  care.    We  are  committed 
to  providing  as  much  funding  and  other  resources  as  possible  to  the 
program.     This  will  entail  targeting  specific  projects  and 
encouraging  other  organizations  to  increase  their  emphasis  on  the 
oral  health  of  adults.     A  summary  of  recent  progress  follows: 

o        The  Assistant  Secretary  for  Health  established  an  Interagency 
Oral  Health  Coordinating  Committee,  which  has  endorsed  the 
program  and  defined  overall  objectives  and  implementation  plans 
for  each  Public  Health  Service  Agency.     For  example,  the  Centers 
for  Disease  Control  will  work  with  state  and  territorial  dental 
directors  in  disease  prevention  programs. 

o       We  have  contracted  with  a  private  foundation  to  develop  a 

national  initiative  through  a  consortium  mechanism.     A  steering 
committee  has  been  formed  to  provide  oversight  and  guidance  in 

'        these  efforts.     Members  include  former  government  officials, 

representatives  from  the  American  Association  of  Retired  Persons, 
and  leaders  from  industry,  academia,  and  dental  professional 
groups . 

o        The  Institute  has  issued  a  Request  for  Applications  for  Core 

Clinical  Centers  focused  on  the  Research  and  Action  Program;  a 
Broad  Agency  Announcement  inviting  applications  for  clinical 
and  demonstration  research  among  adults;  and  two  Requests  for 
Proposals:     1)  concerning  reasons  for  tooth  loss,  and  2)  for 
collaboration  with  the  Indian  Health  Service  to  control  perio- 
dontal diseases  in  Native  Americans  at  high  risk. 

o        We  have  initiated  plans  for  a  1991  workshop  on  oral  symptoms  as 
an  early  sign  of  osteoporosis. 

Question.     As  you  know,  the  oral  health  of  nursing  home  patients 
is  very,  very  poor.     In  your  opinion,  what  should  be  done  to  improve 
the  status  of  dental  and  oral  health  of  nursing  home  patients? 

Answer.     We  have  supported  several  studies  to  assess  risk  factors 
and  oral  health  problems  common  to  nursing  home  patients.  Often 
these  relate  to  ill-fitting  dentures  and  poor  oral  hygiene- -leading 
to  infections,  other  oral  health  problems,  and  a  degree  of  discomfort 
that  diminishes  the  quality  of  life  and  can  add  to  the  debility  of 
the  patient.     There  have  been  studies  indicating  that  the  supervised 
use  of  antimicrobial  mouth  rinses  or  sprays  can  be  used  effectively 
to  control  or  prevent  dental  disease  in  patients  unable  to  carry  out 
regular  oral  hygiene  practices.     Provision  of  dental  care  services 
remains  problematic  in  many  nursing  homes,  however,  and  is  not  within 
the  province  of  NIDR. 
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What  the  Institute  can  do  is  support  the  dissemination  of  infor- 
mation to  patients,   family  members,   and  nursing  home  staff  about 
appropriate  oral  hygiene  practices.     Such  activities  are  included  in 
the  goals  and  objectives  of  the  Research  and  Action  Program. 

We  have  also  supported  demonstration  research  projects  in  nursing 
home  patients  and  continue  to  support  a  number  of  dental  investigators 
who  work  with  older  veterans  receiving  care  at  VA  Medical  Centers 
and  nursing  homes.     We  expect  that  investigators  responding  to  our 
Broad  Agency  Announcement  will  include  research  and  demonstration 
projects  relevant  to  the  oral  health  needs  of  nursing  home  patients. 

Finally,  NIDR,  the  National  Institute  on  Aging,  and  the  Department 
of  Veterans  Affairs  are  working  to  develop  collaborative  research 
projects.     Among  other  activities,  this  has  led  to  an  NIDR-DVA 
collaborative  research  center  on  oral  health  In  aging  in  Florida  and 
to  an  expansion  of  research  training  on  geriatric  oral  health  for 
dental  clinical  investigators  . 

In  the  long  term,   it  is  envisioned  that  the  emphasis  placed  by 
the  Research  and  Action  Program  on  the  prevention  of  oral  disease 
problems  in  the  adult  population  will  enable  the  elderly  to  face  the 
aging  years  with  much  improved  oral  health  status. 

HEALTH  RISK  FROM  SILVER  FILLINGS 

Question.     Dr.  Loe,  I  understand  that  the  old  notion  that 
the  mercury  in  the  silver  colored  fillings  in  our  teeth  might  be 
poisoning  us  is  having  yet  another  resurgence,  scaring  and  confusing 
people.     There  was  a  "60  minutes"  CBS  TV  show  that  was  sympathetic 
to  the  view  that  the  silver  colored  fillings  do  cause  a  health  risk. 

Doctor,  what  are  the  facts  with  regard  to  the  health  risk  of 
silver  colored  fillings?    Do  you  feel  that  we  should,  through  your 
research  program,  be  developing  alternative  filling  materials? 

Answer.     The  silver  fillings  containing  mercury  are  called 
amalgams.     Introduced  150  years  ago,  amalgam  fillings  are  the  most 
durable  and  most  inexpensive  materials  for  dental  restorations  and 
currently  make  up  75  to  80  percent  of  all  restorations.     About  10 
years  ago,  dental  investigators  demonstrated  that  mercury  vapor  is 
released  from  fillings  during  chewing  and  other  activities  that 
abrade  the  teeth.     Since  that  discovery,  NIDR- supported  scientists 
have  been  investigating  the  mechanisms  of  release,  the  amounts 
released  and  absorbed  by  the  body,  and  the  effects  of  absorbed 
mercury  on  cells.     Research  to  date  has  not  proved  that  mercury- 
containing  amalgams  are  harmful  to  anyone  except  those  rare  individ- 
uals who  are  hypersensitive  to  mercury.     There  is  no  scientifically 
sound  evidence  linking  mercury  in  amalgams  to  multiple  sclerosis, 
arthritis,  mental  disorders,  or  other  diseases. 

Nevertheless,  NIDR  continues  to  investigate  these  issues  and  has 
formed  a  Task  Force  which  is  working  with  the  scientific  community 
to  stimulate  population  studies  about  the  effects,   if  any,  of  amal- 
gams on  human  health.     In  addition,  the  Institute  continues  to 
support  research  to  develop  new  and  improved  nonmercury- containing 
materials.     Three  new  materials  science  centers  have  been  funded  to 
further  the  effort  to  find  alternative  materials  or  to  improve  the 
plastic  materials  already  in  use  to  make  them  as  durable  as  amalgam. 

In  March  1991,  NIDR  was  asked  by  the  Assistant  Secretary  for 
Health  to  review  the  benefits  of  dental  amalgam.     That  study  is 
part  of  a  larger  effort  by  the  Public  Health  Service  to  review  the 
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benefits  and  risks  of  amalgam,  under  the  auspices  of  its  Committee  to 
Coordinate  Environmental  Health  and  Related  Programs.     The  Committee's 
report  is  scheduled  for  completion  in  late  1991.     The  Dental  Products 
Panel  of  the  Food  and  Drug  Administration  also  heard  expert  testimony 
in  March  and  reaffirmed  the  safety  of  amalgam,  while  acknowledging 
the  need  for  continued  research.     On  August  26-28,  1991,  NIDR,  in 
conjunction  with  the  NTH  Office  of  Medical  Applications  of  Research, 
will  hold  a  scientific  workshop  on  "The  Effects  and  Side  Effects  of 
Dental  Restorative  Materials."    The  experts  will  assess  progress 
toward  the  development  of  new  dental  restorative  materials  and  evaluate 
the  side  effects  of  existing  materials,   including  dental  amalgams. 

AIDS 

Question.     Over  this  last  year  there  has  been  a  great  deal 
of  comment  in  the  press  about  the  risk  of  HIV-infected  dentists 
spreading  the  disease  to  their  patients.     There  is  one  case  of  a  now 
deceased  Florida  dentist  who  may  have  spread  the  infection  to  three 
of  his  patients.     I  understand  that  the  AMA  and  the  ADA  both  recommend 
that  HIV-infected  dentists  should  not  be  involved  in  pervasive 
procedures.     Is  there  a  need  for  additional  guidelines  of  any  kind? 

Answer.     In  1987,   the  Centers  for  Disease  Control  urged 
"universal"  precautions  in  connection  with  guidelines  for  infectivity 
control  (meaning  that  precautions  be  taken  with  all  patients)  and 
stated  that  decisions  about  patient  care  activities  by  HIV-infected 
providers  "must  be  determined  on  an  individual  basis."  In  light  of 
the  Florida  case,  however,  the  AMA  and  the  ADA  have  issued  guidelines 
advising  HIV  seropositive  practitioners  to  either  abstain  from 
performing  invasive  procedures  or  disclose  their  seropositive 
status  to  patients  and  obtain  their  informed  consent.     The  ^MA 
also  advised  physicians  at  risk  of  acquiring  HIV,  and  who  perform 
invasive  procedures,  to  determine  their  HIV  status.     In  contrast, 
the  New  York  State  Health  Department  has  recommended  that  health 
care  workers  with  HIV  need  not  tell  patients  and  can  continue  to 
perform  surgery  and  other  invasive  procedures. 

On  February  21-22,  1991,  the  CDC  convened  a  meeting  to  review  the 
risks  of  transmission  of  HIV  and  hepatitis  B  (HBV)  to  patients  during 
certain  invasive  medical  and  dental  procedures.     A  risk  assessment 
model  based  on  available  disease  transmission  data  had  been  formulated 
to  serve  as  a  focus  of  the  meeting.     New  guidelines  regarding  the 
practice  of  health  care  workers  infected  with  HIV  and  HBV  will  be 
considered  by  the  CDC  based  on  comments  presented  at  the  meeting  and 
written  comments  of  professional  organizations,  government  agencies 
(including  NIH  and  NIDR),  private  interests,  and  concerned  individuals. 
In  April  or  May,  a  draft  of  the  CDC  guidelines  will  appear  in  the 
Federal  Register,  followed  by  a  60 -day  period  for  public  comment. 
After  this  time,  CDC  will  establish  new  guidelines. 

The  available  data  suggest  that,  given  the  low  probability  of 
HIV  transmission  from  providers  to  patients,  further  restrictions  of 
HIV-infected  providers  may  not  be  necessary  and  that  there  is 
currently  no  need  for  mandatory  testing  of  patients  or  providers. 
The  NIDR  recommends  that  prospective  studies  of  disease  transmission 
be  conducted  in  order  to  assess  the  actual  risk  of  acquiring  the 
disease. 

In  the  interim,  NIDR  will  continue  to  support  the  1987  CDC  guide- 
lines- -determine  the  ability  of  HBV-  or  HIV-positive  health  care 
workers  to  continue  to  practice  on  an  individual  basis  and  be 
evaluated  vis-a-vis  their  practice  habits,  knowledge,  and  physical 
capability,  as  judged  by  their  personal  physician  or  peer- review 
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committee;  that  barrier  techniques  and  universal  precautions  be 
followed  for  all  patient  care;  and  that  continued  emphasis  be  placed 
on  disease  prevention,  professional  and  public  education  programs, 
and  other  primary  public  health  measures.     However,  major  ethical, 
medicolegal,  social,  and  civil  rights  questions  have  been  raised, 
and  many  questions  remain  unanswered.     Therefore,  we  recommend  that 
health  care  workers  who  are  infected  should  voluntarily  refrain  from 
performing  the  subset  of  invasive  procedures  as  defined  by  their 
professional  organizations. 

CANCERS 

Question.     Dr.  Loe ,   there  are  approximately  10,000  deaths 
each  year  from  oral  cancers  and  there  hasn't  been  any  significant 
improvement  over  the  last  10  years.     To  what  extent  is  your  research 
agenda  focusing  on  this  issue?    What  role  does  NIDR  have  in  this 

jj    issue  as  compared  to  the  role  of  NCI? 

I 

Answer.     The  new  NIDR  Long-Range  Research  Plan  for  the  Nineties 
emphasizes  the  need  to  expand  oral  health  research  to  include  all  the 
Iji    diseases  and  disorders  that  affect  the  mouth,  the  face,  and  the  jaws. 
;j|    Approximately  30,000  individuals  - -primarily  older  Americans- -are 
I     diagnosed  with  oral  cancers  each  year,  and,  as  has  been  noted,  there 
I';    are  10,000  deaths.     Oral  cancers  constitute  one  of  the  deadliest 

forms  of  cancer  known.     Those  who  survive  may  face  disfigurement  from 
surgery,  destruction  of  the  salivary  glands  from  radiation,  and 
impairments  in  speaking,  chewing,  and  swallowing. 

I  For  all  these  reasons,  it  is  important  to  improve  our  ability  to 

j||    make  early  and  accurate  diagnoses  and  develop  improved  treatments. 
We  are  currently  exploring  ways  to  treat  or  reverse  oral  cancers  with 
new  drugs  such  as  the  retinoids  and  the  beta  carotenes  (vitamin  A 
analogues) .     Equally  important  are  behavioral  interventions  to  reduce 
III    known  risk  factors  such  as  the  use  of  tobacco  and  alcohol.  Some 
studies  are  clarifying  why  the  risk  of  oral  cancer  is  worse  when 
tobacco  and  alcohol  are  both  used  than  when  either  is  used  alone. 

At  the  basic  science  level,  NIDR  intramural  and  extramural 
investigators  study  the  role  of  oncogenes  and  oral  viruses  such  as 
;i    the  herpes  and  papillomaviruses  in  triggering  the  transformation  of 
!    normal  cells  to  malignant  ones.     To  aid  this  research,  NIDR- supported 
scientists  have  developed  a  novel  method  for  growing  human  cancers 
in  mice- -traditionally  an  exceedingly  difficult  task.     This  model 
li    should  facilitate  all  cancer  research,  enabling  investigators  to 
j    observe  the  growth  and  spread  of  any  human  tumor  in  the  living  animal. 

J  NIDR  and  NCI  Directors  and  staff  met  at  the  initiation  of  these 

new  efforts  and  are  working  together  to  advance  research  on  oral 
cancers,   in  this  way  maximizing  resources.     One  activity  will  involve 
the  joint  development  of  a  health  promotion  campaign  to  discourage 
young  boys  from  using  smokeless  tobacco  products.     Baseball  players 
will  be  used  as  role  models. 

IMPLANT  TECHNOLOGY 

Question.     Dr.  Loe,   technology  has  been  available  for  a  number 

I  of  years  to  fuse  titanium  with  the  bone  and  anchor  new  replacement 

II  teeth  to  this  implant.     What  additional  research  is  required  in  the 
I    area  of  implant  technology? 

Answer.     Studies  both  in  the  United  States  and  in  Europe  have 
h    confirmed  that  titanium  implants  can  be  successfully  used  to  anchor 
I*    permanent  replacement  teeth  in  patients  missing  all  the  teeth  in  one 
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or  both  jaws.     There  is  also  anecdotal  evidence  that,  when  several 
adjacent  teeth  are  lost,   they  can  be  replaced  by  implant- supported 
partial  dentures.     On  the  other  hand,  there  are  essentially  no  data 
on  the  use  of  implants  for  single  tooth  replacements.  Nevertheless, 
there  is  every  reason  to  believe  that  such  an  approach  would  be  more 
satisfactory  than  present-day  crown  and  bridgework.     The  implant 
would  be  placed  directly  in  the  jaw  bone  and  there  would  be  no  need 
to  cap  the  adjacent  teeth.     Although  additional  clinical  studies  are 
needed,  we  believe  that  ultimately  dental  implants  will  become  the 
treatment  of  choice  for  any  and  all  missing  teeth. 

FLUORIDATION  AND  PUBLIC  HEALTH 

Question.     What  is  the  Institute's  position  on  a  recently 
released  report  by  the  National  Toxicology  Program  declaring  that 
fluoridation  of  public  water  supplies  is  no  danger  to  public  health 
and  is  safe  and  effective  in  reducing  cavities  in  affected  popula- 
tions? 

Answer.     The  report  in  question  was  requested  by  the  Assistant 
Secretary  for  Health,  who  appointed  a  subcommittee  of  his  Committee 
to  Coordinate  Environmental  Health  and  Related  Programs  (CCHERP)  to 
conduct  a  major  review  of  the  risks  and  benefits  of  fluoride.  This 
request  followed  the  release  of  data  from  a  National  Toxicology 
Program  experiment  that  found  "equivocal"  evidence  of  bone  cancer 
in  three  male  rats  fed  high  dosages  of  fluoride  in  drinking  water  and 
one  male  rat  fed  a  mid-high  dosage.     No  bone  cancers  were  found  in 
female  rats  nor  in  male  and  female  mice.     The  term  "equivocal" 
means  that  the  cancers  could  have  occurred  by  chance  alone . 

The  CCHERP  report  was  released  in  February  1991  and  is  the  most 
up-to-date  and  comprehensive  of  its  kind.     NIDR  concurs  with  its 
findings,   the  most  important  being  that  there  is  no  evidence  that 
fluoride  causes  cancer  of  any  kind  in  animals  or  human  beings. 
This  conclusion  was  based  on  animal  experiments  (such  as  the  NTP 
study)  and  over  50  epidemiological  studies,   including  an  extensive 
review  of  cancer  incidence  and  mortality  in  the  United  States  by 
the  National  Cancer  Institute.     Another  finding  was  that  dental 
fluorosis  has  increased  in  nonf luoridated  communities  since  the 
1940s  and  may  have  increased  in  fluoridated  communities.     The  cause 
is  largely  attributed  to  the  wide  availability  of  fluoride  products 
and  evidence  of  inappropriate  and  excessive  use  in  some  situations. 
Dental  fluorosis  (a  condition  that  can  range  from  a  very  mild  staining 
of  enamel  to  a  more  severe  mottling  and  pitting  of  the  surface) 
merits  continued  monitoring,  but  the  fluorosis  that  has  been 
reported  is  generally  mild  and  more  of  a  cosmetic  than  a  health 
problem.     The  report  affirms  the  safety  and  efficacy  of  water  fluori- 
dation, stating  that  it  is  the  most  cost  effective  and  equitable 
(benefiting  rich  and  poor  alike)  method  of  preventing  tooth  decay, 
and  enumerates  areas  where  additional  research  is  needed. 

Question.     With  the  increasing  use  of  fluorides  in  toothpastes 
and  mouth  washes,  do  you  feel  that  a  potential  exists  for  fluoride 
overdoses  in  some  populations? 

Answer.     It  is  important  to  note  that  dental  fluorosis  is  a 
condition  that  affects  developing  teeth,  so  the  issue  raised  concerns 
the  oral  health  of  children.     NIDR  does  not  recommend  that  mouth 
rinses  be  used  by  children  aged  5  or  under  because  they  may  swallow 
the  rinse.     Parents  should  also  supervise  toothbrushing  in  younger 
children  to  ensure  that  only  a  small  amount  of  toothpaste  is  used  on 
the  brush.     In  terms  of  the  population  at  large,  we  believe  that  it 
is  important  to  document  the  incidence  and  prevalence  of  dental 
fluorosis  and  to  monitor  total  fluoride  intake  from  all  sources  in 
the  environment,  both  in  fluoridated  and  nonf luoridated  areas,  and 
among  various  age  groups.     This  Is  one  of  the  many  important  recom- 
mendations in  the  CCHERP  report  and  in  the  NIDR  Long-Range  Research 
Plan  for  the  Nineties. 
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Senator  Harkin.  Now,  we  turn  to  the  National  Institute  of  Al- 
lergy and  Infectious  Diseases.  Dr.  Fauci,  we  have  your  budget  re- 
quest for  $976.7  million,  which  is  about  7.7  percent  more  than  last 
year.  I  noticed  that  $459.3  million,  or  47  percent,  of  your  request 
is  devoted  to  AIDS, 
j  Again,  we  welcome  you  back  and  thank  you  again  for  your  lead- 
I  ership  of  your  Institute.  And  we  would  be  delisted  to  near  your 
statement  at  this  time. 

Dr.  Fauci.  Thank  you  very  much,  Mr.  Chairman. 

The  National  Institute  of  Allergy  and  Infectious  Diseases  is  re- 
sponsible for  the  conduct  and  support  of  basic  and  clinical  research 
on  infectious  diseases,  many  of  which  cause  extraordinary  morbid- 
ity and  mortality  throughout  the  world.  One  of  these,  as  you  men- 
tioned, is  the  human  immunodeficiency  virus  which  causes  AIDS. 

In  addition,  we  conduct  and  support  research  on  the  immune  sys- 
tem which  is  the  defense  system  of  the  body  against  the  emergence 
of  infections  and  certain  neoplasms.  I  have  come  before  this  com- 
mittee several  times  to  discuss  the  research  advances  in  these 
areas,  and  they  have  been  truly  extraordinary.  However,  these  ad- 
vances in  biomedical  technology  have  created  a  dilemma  with  their 
own  new  challenges.  The  public's  expectation  of  what  biomedical 
research  can  do  to  alleviate  suffering  and  death  caused  by  human 
diseases  now  clearly  surpasses  our  available  resources  not  only  in 
I  research,  but  in  health  care  delivery. 

I  One  way  to  bridge  this  gap  is  to  prevent  certain  diseases  before 
they  occur,  and  this  is  particularlv  feasible  with  infectious  diseases. 
Historically,  vaccines  nave  resulted  in  the  saving  of  millions  of 
lives  and  immeasurable  financial  costs.  In  this  regard,  the  recent 
advances  in  technology  have  positioned  us  quite  well  to  develop 
new  vaccines  for  infections  for  which  we  thus  far  have  no  vaccines 
and  more  effective  and  safer  vaccines  for  infections  for  which  we 
already  have  existing  vaccines. 

In  this  regard,  this  past  year  basic  and  clinical  research  con- 
ducted by  the  NIAID  in  collaboration  with  the  National  Institute 
of  Child  Health  and  Human  Development  has  resulted  in  the  li- 
censing of  two  new  vaccines  to  protect  infants  against  Haemophilus 
influenzae  type  b,  the  leading  cause  of  bacterial  meningitis  in 
young  children.  This  is  an  important  advance,  but  just  a  start  in 
NiAlD's  commitment  to  perform  the  basic  and  clinical  research 
necessary  to  implement  the  children's  vaccine  initiative.  The  aim  of 
this  initiative  is  to  develop  an  oral  vaccine  that  provides  lifelong 
immunity  to  the  major  diseases  of  childhood  throughout  the  world. 

(855) 


;  856 

On  another  note,  there  has  been  a  disturbing  rise  in  morbidity 
and  mortahty  due  to  asthma  among  inner  city  children,  most  of 
whom  are  minorities.  NIAID  recently  announced  eight  awards  to 
establish  a  network  of  centers  to  study  this  problem.  I  can  tell  you 
more  about  this  later  on. 

History  in  general  and  AIDS  in  particular  has  taught  us  that 
new  and  emerging  microbes  are  a  constant  threat  to  our  survival. 
NIAID  is  committed  to  remain  at  the  forefront  of  research  to 
strengthen  our  basic  science  alert  system  against  this  ever-present 
threat. 

■4 A.  m  mmmsd         prepared  statement 

In  the  area  of  gene  therapy,  which  you  have  just  heard  about 
from  some  of  my  colleagues,  NIAID  intramural  scientists  have  re- 
cently demonstrated  that  a  factor  secreted  by  cells  called  gamma 
interferon  could  dramatically  restore  the  genetically  determined  de- 
fective capacity  of  white  blood  cells  of  individuals  with  chronic 
granulomatous  disease  to  kill  potentially  lethal  bacteria.  This  is  an 
important  breakthrough  in  our  ability  to  modify  cellular  gene  func- 
tion as  opposed  to  replacing  absent  or  defective  genes,  a  manipula- 
tion which  is  akin  to  gene  therapy. 

Finally,  time  does  not  permit  in  this  opening  statement  to  give 
a  summary  of  our  AIDS  activities,  but  I  look  forward  to  discussing 
this  with  you  in  our  question  period. 

Thank  you,  Mr.  Chairman. 
.  [The  statement  follows:] 
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Over  Che  past  four  decades,   the  research  mission  of  the  National  [nstitute 
of  Allergy  and  Infectious  Diseases  (NIAID)  has  evolved  to  encompass  illnesses 
ranging  from  allergies  to  AIDS,   from  the  common  cold  to  exotic  diseases  that 
devastate  populations  throughout  the  world.     These  diverse  areas  of  research 
are  all  solidly  grounded  in  the  foundation  of  our  Institute,  which  is  basic 
research  on  microbes  that  infect  people  and  on  the  Immune  system  that  protects 
us  against  these  invaders.     This  common  theme  underlies  all  of  our  efforts. 

Today,  even  as  biomedical  researchers  break  new  ground  in  immunology, 
usher  in  the  era  of  gene  therapy,  and  design  drugs  that  are  highly  specific 
and  effective  against  a  wide  range  of  infectious  agents,  such  achievements 
create  a  new  challenge.     The  public's  expectations  of  what  biomedical  research 
can  do  to  alleviate  suffering  and  death  caused  by  human  diseases  far  surpasses 
our  available  resources. 

How  then  can  NIAID  best  employ  its  sophisticated  technologies  to  fulfill 
its  mission  of  improving  public  health?    The  most  effective  way  to  narrow  the 
growing  gap  between  expectations  and  available  resources  Is  to  prevent 
diseases  before  they  occur.     In  the  area  of  Infectious  diseases,  this  is  best 
achieved  through  vaccines. 

Our  foundation  of  basic  research  and  our  accomplishments  In  vaccine 
development  make  NIAID  uniquely  positioned  to  lead  the  renaissance  In 
vacclnology  that  Is  being  realized  In  the  decade  of  the  1990s.  Historically, 
vaccines  have  dramatically  decreased  or  even  completely  eliminated  Infectious 
diseases  that  have  taken  heavy  tolls  on  past  civilizations.    A  classic  example 
Is  the  complete  eradication  of  the  scourge  of  smallpox  from  the  world. 

Nonetheless,  we  have  realized  only  a  fraction  of  the  full  potential  of 
vaccines  to  prevent  a  wide  array  of  infections  that  cause  considerable 
morbidity  and  mortality  throughout  the  world.     Over  the  past  several  years, 
natural  products  and  synthetic  peptides  of  organisms  and,  most  recently, 
recombinant  DNA  products  have  largely  replaced  whole  killed  or  attenuated 
organisms  that  have  traditionally  been  used  to  make  vaccines.     These  newer 
approaches  have  resulted  in  more  specific  and  potentially  less  toxic  vaccines. 

Something  more  theoretical,  but  with  considerable  potential,   is  the 
concept  of  intracellular  Immunization,  which  employs  a  form  of  gene  therapy  to 
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"imniunize"  cells  against  viral  infection.     It  involves  inserting  into  an 
individual's  blood  cells  a  gene  encoding  for  a  protein  that  inhibits  the 
growth  of  the  target  virus.     This  past  year,  several  NIAID- supported 
researchers  identified  mutant  genes  of  the  AIDS  virus  that  are  promising 
candidates  for  such  a  strategy. 

Vaccines  benefit  people  of  all  ages,  but  their  Impact  on  the  health  of 
children  Is  particularly  Important.     Many  of  you  may  be  aware  of  a  new  concept 
known  as  the  "Children's  Vaccine  Initiative."     First  proposed  by  the  executive 
director  of  the  United  Nations  Children's  Emergency  Fund,  its  goal  Is  lofty: 
Immunize  children  worldwide  with  an  oral  vaccine  that  provides  lifelong 
Immunity  to  the  major  Infectious  diseases  of  childhood.     NIAID  Is  committed  to 
focusing  our  basic  research  activities  on  surmounting  the  technical  obstacles 
Inherent  In  creating  such  a  vaccine. 

In  fact,   I  am  pleased  to  be  able  to  tell  you  about  an  Important  advance  in 
the  technology  for  producing  childhood  vaccines.     In  1990,  the  FDA  licensed 
two  new  vaccines  to  protect  Infants  against  Haemophilus  influenzae  type  B 
(Hlb) ,  the  leading  cause  of  bacterial  meningitis  In  young  children.  Each 
year,  more  than  700  children  die  of  Hlb  meningitis,  and  several  thousand 
suffer  long- terra  neurologic  consequences  of  the  disease,   including  mental 
retardation  and  hearing  loss.     The  new  vaccines  now  make  it  possible  to 
prevent  Hib  disease   in  children  at  highest  risk  for  developing  severe  disease, 
those  between  2  and  15  months  of  age. 

The  Hib  vaccines  use  a  new  technology  with  far-reaching  implications  for 
protecting  young  infants  against  other  serious  bacterial  infections.  Because 
of  the  immaturity  of  their  immune  systems,  very  young  children  do.  not  respond 
to  vaccines  made  from  the  outer  polysaccharide  coats  of  some  bacteria.  NIAID-^ 
supported  extramural  investigators  and  other  scientists  at  the  National 
Institute  of  Child  Health  and  Human  Development  overcame  this  problem  by 
pairing  the  Hlb  polysaccharide  with  a  protein  that  children  can  respond  to  at 
birth.     Use  of  the  Hlb  conjugate  vaccines  will  save  an  estimated  $359  million 
for  every  annual  cohort  of  children  that  is  vaccinated.     This  compares  with 
the  $17.4  million  NIAID  spent  on  research  leading  to  the  development  of  these 
vaccines . 

We  are  continuing  our  search  for  an  Improved  pertussis  (whooping  cough) 
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vaccine,  focusing  on  highly  purified  acellular  vaccines  containing  only  pare 
of  the  disease-causing  bacterium.     An  NIAID-sponsored  raulticenter  clinical 
trial  involving  more  than  2.000  children  is  now  underway  to  compare 
simultaneously  a  number  of  acellular  pertussis  vaccines  with  2  conventional 
whole-cell  vaccines.     The  data  generated  from  this  study  will  be  used  to 
select  vaccine  candidates  for  a  larger  efficacy  trial  that  will  begin  before 
the  end  of  1991. 

Effective  control  of  other,  non- infectious  diseases  continues  to  be  a  ^oal 
of  NIAID's  basic  and  clinical  research  endeavors.     Asthma  is  one  of  these 
diseases  and,  as  I  mentioned  last  year,   it  is  affecting  a  disproportionate 
number  of  inner-city  minority  children,     Reports  published  this  past  fall 
confirmed  that  despite  advances  in  treatment,   the  numbers  of  children  who  are 
suffering  and  dying  from  asthma  are  climbing  in  the  United  States.     NIAID  A.-i 
recently  announced  eight  awards  to  establish  a  network  of  centers  to  study  tv, 
asthma  in  inner-city  children.     The  goal  of  the  program  is  to  identify  the 
factors  contributing  to  this  problem  and  to  develop  interventions  to  help 
reverse  this  trend. 

We  are  finding  increasing  evidence  that  viruses  may  directly  or  indirectly 
contribute  to  the  pathogenesis  of  a  broad  range  of  diseases  whose  etiologies 
are  unknown.     Last  year,  a  newly  discovered  human  retrovirus  was  linked  to 
Sjogren's  syndrome,  an  uncommon  autoimmune  disease  characterized  by  dryness  of 
the- mouth  and  eyes.     Recent  preliminary  evidence  from  studies  of  heart 
transplants  indicates  that  a  virus  may  accelerate  the  development  of 
atherosclerosis.     It  appears  likely  that  in  the  future  viruses  will  be  shown 
to  play  a  role  in  at  least  some  connective  tissue  disorders  and  degenerative 
neurological  diseases,  as  well  as  cancers.  ' 

Fundamental  studies  in  immunology  have  led  to  major  advances  in  organ 
transplantation.     In  the  decade  of  1990s,  organ  and  bone  marrow 
transplantation  have  entered  the  mainstream  of  clinical  practice.     Last  year  I 
told  you  that  NIAID  grantees  had  developed  a  new  hybrid  molecule  linking 
diphtheria  toxin  to  interleukin  2,  one  of  several  powerful  chemicals  known  as 
cytokines  that  are  produced  by  the  immune  system.    This  molecule  binds  to 
cells  that  cause  transplant  rejection  and  the  toxin  kills  the  cells.     In  other 
studies,  a  monoclonal  antibody  was  used  to  eliminate  the  cells  responsible  for 
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transplant  rejection.     A  recent  clinical  trial  compared  the  efficacy  of  che 
new  monoclonal  in  combination  with  cyclosporine* A  (standard  immunosuppressive 
treatment  for  transplant  patients)  versus  cyclosporine  A  alone  in  preventing 
early  kidney  graft  rejection  episodes.     There  was  a  statistically  significant 
reduccion  in  early  kidney  graft  rejection  episodes  in  the  group  receiving  the 
combination  therapy. 

History  has  taught  us  that  new  and  re-emerging  microbes  are  a  constant 
threat  to  the  survival  of  our  species.     AIDS  offers  the  most  striking  example 
in  recent  times  of  the  potentially  catastrophic  impact  of  a  new  infectious 
disease.     Worldwide,   an  estimated  10  million  people  are  infected  with  the 
human  immunodeficiency  virus  (HIV).     In  the  United  States,  more  than  1  million 
people  are  infected,   and  as  of  January  1  there  have  been  160,000  cumulative 
cases  of  AIDS  and  100,000  deaths.     AIDS  is  now  the  second  leading  cause  of 
death  for  young  men  ages  25  to  44  in  the  United  States,  surpassing  heart 
disease,  cancer,  and  suicide.   -  -      r^^;  r^^c. 

The  pattern  of  AIDS  in  the  United  States,  however,   is  changing 
dramatically.     Increasingly,  AIDS  is  becoming  a  disease  of  heterosexuals, 
infants  and  children,  women,  and  minorities.     By  the  end  of  1988,  AIDS  had 
become  the  fifth  leading  cause  of  death  in  the  United  States  among  Black  women 
ages  25  to  44;  by  the  end  of  this  year,   it  is  expected  to  be  among  the  five 
leading  causes  of  death  among  all  women  of  reproductive  age. 

We  have  taken  several  steps  to  identify  research  needs  associated  with  HIV 
infection  in  women,  including  establishment  of  a  women's  health  committee 
within  the  NIAID  AIDS  Clinical  Trials  Group,  to  ensure  that  the  issues 
involving  HIV-infected  women  are  fully  integrated  into  the  NIAID  research 
agenda.     In  December  1990,  NIAID  coordinated  the  first  national  Public  Health' 
Service -sponsored  conference  on  women  and  HIV  infection.     The  conference 
highlighted  how  the  complex  roles  of  women  In  the  family  and  society  compound 
not  only  their  own  suffering  but  also  their  ability  to  participate  in  clinical 
research  studies. 

NIAID  has  also  focused  on  improving  participation  of  minority  constituents 
and  health  professionals  in  our  research  programs.     To  help  recruit  minorities 
into  clinical  trials,  we  have  provided  supplemental  grants  to  AIDS  Clinical 
Trials  Units.     In  addition,  we  have  recently  awarded  funds  to  three 
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institutions  that  primarily  serve  minority  populations  to  help  them  build  the 
infrastructure  necessary  to  conduct  clinical  trials. 

This  past  year  has  yielded  benefits   from  prior  investments   in  basic  and 
clinical  research  in  AIDS.     One  of  the  major  advances  in  prolonging  the  lives 
of  people  infected  with  HIV  has  been  the  use  of  zidovudine  (AZT)  and 
prophylaxis  for  Pneumocyscis  carinii  pneumonia  (PCP).     Preliminary  evidence 
indicates  that  in  people  with  low  T4  cell  counts,   appropriate  therapy  doubles 
their  expected  survival  time  after  diagnosis  from  12  to  24  months. 

AZT,  however,   is  an  imperfect  drug,  and  hence  we  are  actively  searching 
for  new  drugs  to  treat  HIV  infection.     Preliminary  studies  suggest  that  the 
combination  of  AZT  and  dideoxycytidine  (ddC) ,  given  in  alternating  doses,  has 
the  same  benefit  but  is  less  toxic  than  continuous  therapy  with  AZT.  Another 
promising  drug,  dideoxyinosine  (ddl),   is  being  studied  in  Phase  II  clinical 
trials  in  parallel  with  expanded  distribution  to  patients  not  eligible  to  ^ 
enroll  in  the  controlled  trials.     Several  studies  of  interferon  alpha,  either 
alone  or  in  combination  with  AZT,  have  been  conducted  in  persons  with  early 
HIV  infection.     These  studies  have  shown  that  interferon  alpha  appears  to  both 
slow  virus  production  and  reduce  the  risk  of  developing  AIDS-related 
opportunistic  infections  when  administered  to  asymptomatic  HIV-infected 
persons. 

We  have  also  made  major  strides  in  treating  AIDS-related  opportunistic 
infections.     As  a  result  of  a  large  multicenter  clinical  trial,   the  drug 
fluconazole  has  replaced  an  effective  but  more  toxic  drug  as  maintenance 
therapy  co  prevent  recurrences  of  cryptococcal  meningitis,   a  1 i fe - threatening 
infection  of  the  brain  and  nervous  system.     Studies  conducted  .by  NIAID  and  the 
National  Eye  Institute  also  showed  foscarnet  to  be  effective  in  delaying 
progression  of  cytomegalovirus  retinitis,   a  sight- threatening  eye  infection 
affecting  many  people  with  AIDS. 

There  have  been  encouraging  results  from  AIDS  vaccine  research  studies 
this  past  year.     Studies  in  monkeys  using  whole  killed  simian  immunodeficiency 
virus  (a  monkey  AIDS  virus)  vaccination  followed  by  live  virus  challenge  show 
promising  indications  of  protection.     Other  developments  included  the  entry  of 
several  new  AIDS  vaccines  into  Phase  I  clinical  trials.     We  are  now  confident 


38-711   0—91  28 


862 


that  a  candidate  vaccine  for  large-scale  testing  In  uninfected  volunteers  wlfl 
be  Identified  within  the  next  few  years. 

From  the  unexplored  mysteries  of  the  immune  system  to  the  threat  of  new 
and  re-emerging  microbes,  NIAID  faces  important  challenges  in  the  decade  of 
the  1990s.     Our  commitment  to  basic  research  in  immunology  and  microbiology 
has  in  the  past  positioned  us  well  to  meet  such  challenges.     Our  renewed 
commitment  to  this  approach  will  surely  allow  us  to  turn  these  challenges  into 
opportunities  to  alleviate  and  hopefully  prevent  suffering  and  death  caused  by 
infectious  diseases  and  disorders  of  the  immune  system. 

Mr.  Chairman,  the  FY  1992  budget  request  for  this  Institute  is 
$976,711,000.     I  will  be  pleased  to  answer  any  questions  you  may  have. 
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Investigation,  NIAID,  NIH,  Bethesda,  Maryland.     1977-1984,  Deputy  Clinical 
Director,  NIAID,  NIH,  Bethesda,  Maryland.     1980-present ,  Chief,  Laboratory  of 
Imraunoregulation,  NIAID,  NIH,  Bethesda,  Maryland.     1984-1988,  Clinical 
Professor,  Department  of  Medicine,  Division  of  Rheumatology,  Immunology,  and  , 
Allergy,  Georgetown  University  School  of  Medicine,  Washington,  D.C.  1985- 
1988,  Clinical  Professor,  George  Washington  University  School  of  Medicine  and 
Health  Sciences,  Washington,  D.C.     1984-present ,  Director,  NIAID,  NIH, 
Bethesda,  Maryland.     1988-present,  Director,  Office  of  AIDS  Research,  NIH,  and 
Associate  Director  of  NIH  for  AIDS  Research,  Bethesda,  Maryland. 

Board  Certification  and  Military  Service; 

American  Board  of  Internal  Medicine- June  21,  1972.    American  Board  of  Allergy 
and  Immunology-March  1,  1974.     American  Board  of  Infectious  Diseases -October 
15,  1974.     U.S.  Public  Health  Service,  July  1968-June  1970;  July  1972-Present. 

Professional  Organizations: 


American  Federation  for  Clinical  Research,  American  Association  for  the 
Advancement  of  Science,  American  Association  of  Immunologists ,  American 
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Medical  Association,  Fellow  of  the  Aiaerican  Academy  of  Allergy,  Infectious 
Diseases  Society  of  America,  American  Society  for  Clinical  Investigation, 
Fellow  of  The  American  College  of  Physicians,  Association  of  American 
Physicians,  Collegium  Internationale  Allergologicum,  Charter  Member  of  the 
Clinical  Immunology  Society.     The  Institute  of  Medicine  of  the  National 
Academy  of  Sciences  (USA) . 

Offices  Held: 

Councillor,  Eastern  Section,  American  Federation  for  Clinical  Research  (AFCR) , 
1977.     National  Councillor,  AFCR,  1978-1979.     President,  AFCR,  1980-1981. 
Recorder,  Association  of  American  Physicians,  1988-present . 

Advisory  Boards  and  Committees: 

Chairman,  Allergy  and  Imaunology  Committee,  MKSAP  V,  American  College  of 
Physicians.     Advisory  Panel,  The  American  Board  of  Medical  Laboratory 
Immunology.     Member,  Committee  on  Clinical  Immunology  and  Imraunopathology , 
American  Association  of  Immunologists ,  1980-1985.     Representative  of  American 
Association  of  Immunologists  to  the  Examinations  Committee  of  the  American 
Board  of  Allergy  and  Immunology,  1981 -present.     Postgraduate  Education 
Committee,  American  Academy  of  Allergy,  1979-1982.     Member,  NIATD  Study  Group 
on  Immunology,  1980.     Member,  Section  of  Physiology  in  Clinical  Science  of  the 
American  Physiological  Society,  1980-1984.     Member,  Subcommittee  on  the 
Classification  of  Vasculitis,  American  Rheumatism    Association  1980-present . 
Ad  Hoc  Committee,  The  National  Foundation  for  Infectious  Diseases,  1980- 
present.     Subcommittee  on  Clinical  Sciences,  Publications  Committee,  American 
Physiological  Society,  1980-1984.     American  Association  of  Immunologists, 
1982-1985.     Member,  NIAID  Working  Group  for  AIDS,  1982 -present.  Member, 
American  Federation  for  Clinical  Research  President's  Public  Policy  Advisory 
Committee,  1983-present .     Board  of  Directors,  American  Board  of  Allergy  and 
Immunology,  1984-1987.     Participant  in  the  USA  -  People's  Republic  of  China 
Immunology  Cooperative  Agreement,  August  10-22,  1983,  Beijing  and  Shanghai, 
PRC.     Member,  Scientific  Advisory  Board,  Medical  Biology  Institute,  La  Jolla, 
CA,  1983-1984.     Participant  in  the  USA- Japan  Eye  Immunology  Advisory 
Conference,  November  27  to  December  1,  1983,  Honolulu,  HI.     Member,  External 
Advisory  Committee,  Multipurpose  Arthritis  Center,  Duke  University  Medical 
Center,  1984-present .     Member,  Honorary  Advisory  Board,  Italian-American 
Medical  Association,  1984-present.     Member,  Peripatetic  Club,  1984-present. 
Ex  Officio  Member,  National  Diabetes  Advisory  Board,  1984-present.     Ex  Officio 
Member,  National  Digestive  Diseases  Advisory  Board,  1984-present.  Chairman, 
Search  Committee  for  Director,  National  Institute  of  Child  Health  and  Human 
Development,  1985.     Member,  Department  of  Health  and  Human  Services  Task  Force 
on  Alzheimer's  Diseases.     The  Albert  Lasker  Medical  Research  Award  Jury,  1985- 
present.     Deputy  Ethics  Counselor,  Department  of  Health  and  Human  Services, 
1985 -present.     Member,  Department  of  Health  and  Humans  Services  Committee  to 
Coordinate  Environmental  and  Related  Programs,  1985 -present.  Member, 
Scientific  Organizing  Committee,  Joint  Meeting  of  the  Italian  Society  of 
Immunology  and  Immunopathology-Natlonal  Institutes  of  Health  on  "Human 
Lymphocyte  Activation,"  Florence,  Italy,  September  5-7,  1985.     Member,  United 
States  Delegation  to  the  United  States-Japan  Cooperative  Medical  Science 
Committee,  1985-present.     Member,  U.S.  Public  Health  Service  AIDS  Executive 
Task  Force,  1985-present.     Chairman,  NIH  AIDS  Executive  Task  Force,  1985- 
present.     Coordinator,  NIH  AIDS  Research,  1985-present.     Member,  Scientific 
Seminar  Subcommittee,  National  Institutes  of  Health  Centennial  Program,  1985- 
1987.    Member,  Advisory  Board,  Clinical  Immunology  Newsletter,  1986-1988. 
Member,  Scientific  Organizing  Committee,  International  Conference  on 
Lymphocyte  Activation  and  Immune  Regulation,  Newport  Beach,  CA,  February  28- 
March  2,  1986.     Member,  Planning  Committee,  Clinical  Immunology  Society,  1986. 
Member,  International  Advisory  Committee,  International  Conference  on  AIDS, 
Paris,  France,  June  23-25,  1986.     Member,  Advisory  Group,  Institut 
Scientifique  Roussel-Uclaf ,   1987-1989.     Ex  Officio  Member,  National  Kidney  and 
Urologic  Diseases  Advisory  Board,  1987-present.     Member,  International 
Programme  Committee,  8th  International  Congress  of  Immunology,  Budapest, 
Hungary,   1987.     Member,   International  Advisory  Committee , IVth  International 
Conference  on  AIDS,  Stockholm,  Sweden,  June  12-16,   1988.     Member,  NIH  Resource 
Allocation  Group,  1987-1989.     Member,  Committee  for  the  Coordination  of 
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Research  Programs  on  the  Acquired  Inmiunodef Iciency  Syndrome  of  the  Ministry  of 
Health  of  Italy,  1988-present .     Institute  of  Medicine  Roundtable  for  the 
Development  of  Drugs  and  Vaccines  Against  AIDS,  January  17,  1989,  through 
December  31,  1991.     Member,  Selection  Committee  for  the  National  Public 
Service  Awards,  1990. 

Editorial  Boards: 

Dr.  Fauci  has  been  or  is  on  the  Editorial  Board  of  27  scientific  journals  in 
the  field  of  immunology,  allergy  and  infectious  diseases.    These  include:  The 
Journal  of  Clinical  Investigation,  The  Journal  of  Immunology,  Journal  of 
Infectious  Diseases,  Journal  of  Clinical  Immunology.     Dr.  Fauci  is  also  the 
Editor  of  one  of  the  major  textbooks  of  medicine  in  the  world,  "Harrison's 
Principles  of  Internal  Medicine." 

Awards  and  Honors : 

Alpha  Omega  Alpha.     Kileen  Prize  for  Excellence  in  Chemistry  (College  of  the 
Holy  Cross).     John  Metcalfe  Polk  Prize  for  General  Efficiency  (Cornell 
University  Medical  College).    Alfred  Mortitz  Michaelis  Prize  for  Efficiency  In 
General  Medicine  (Cornell  University  Medical  College).    U.S.  Public  Health 
Service  Meritorious  Service  Award,  1979.    Arthur  S.  Flemming  Award,  1979  - 
Given  to  the  10  outstanding  employees  in  the  U.S.  Federal  Government.  Squibb 
Award  of  the  Infectious  Diseases  Society  of  America,  1983.     U.S.  Public  Health 
Service  Distinguished  Service  Medal,  1984.     Food  and  Drug  Administration 
Commissioner's  Special  Citation,  1984.     1985  Citation  Classics  (Current 
Contents)  for  article  -  A.S.  Fauci,  D.C.  Dale,  and  J.E.  Balow: 
Glucocorticosteroid  therapy:     mechanisms  of  action  and  clinical 
considerations.     Ann.  Intern.  Med.  84:  304-315,  1976.    Who's  Who  in  America, 
44th  Edition.     Who's  Who  in  Science  and  Technology,  2nd  Edition.  1985 
Stanford  University  Center  Survey  of  the  American  Rheumatism  Association 
membership  ranked  the  work  of  Dr.  Anthony  S.  Fauci  on  the  treatment  of 
polyarteritis  nodosa  and  Wegener's  granulomatosis  as  one  of  the  most  important 
advances  in  patient  management  in  rheumatology  over  the  past  20  years.  The 
Clemens  von  Pirquet  Award  of  Georgetown  University  Medical  Center,  1986. 
Doctor  of  Science,  Honoris  Causa,  College  of  the  Holy  Cross,  Worcester,  MA  May 
29,  1987.     The  Kober  Lecture  Award  of  the  Association  of  American  Physicians, 
1988.     Public  Health  Leader  of  the  Year  Award  of  the  Commissioned  Officers 
Association  of  the  U.S.  Public  Health  Service,  1988.     The  National  Institutes 
of  Health  Clinical  Center  Annual  Distinguished  Clinical  Educator  Award,  1988. 

1988  Citation  Classics  (Current  Contents)  for  article  -  A.  S.  Fauci,  B.  F. 
Haynes,  P.  Katz :    The  spectrum  of  vasculitis.    Ann.  Intern.  Med.  89:  660-676, 
1978.    The  Leadership  Award  of  the  Columbus  Citizens  Foundation,  Inc.,  for 
"Inspired  Leadership  and  Outstanding  Achievement  in  the  Field  of  Medical 
Research,"  New  York,  NY  October  8,  1988.    American  Association  for  the 
Advancement  of  Sclence/Westlnghouse  Award  for  Public  Understanding  of  Science 
and  Technology,  1988.     The  National  Hemophilia  Foundation  Special  Award  for 
Research  in  AIDS,   1989.     The  Lee  P.  Brown  National  Public  Service  Award  of 

1989  presented  by  the  National  Academy  of  Public  Administration  and  the 
National  Society  for  Public  Administration.     The  Duke  University  Award  for 
Rheumatologic  and  Immunologic  Research,  1989.     The  William  Beaumont  Award  of 
the  American  Medical  Association,  1989.     The  academic  Excellence  Award  from 
Children's  Hospital  National  Medical  Center,  Washington,  DC,  1989.  The 
Surgeon  General's  Exemplary  Service  Medal,  1989.     The  Surgeon  General's 
Medallion,  1989.     The  1989  Achievement  Award  of  the  American  Association  of 
Physicians  for  Human  Rights.     The  1989  National  Medical  Research  Award  of  the 
National  Health  Council.     The  Flame  of  Hope  Award  of  the  Terri  Gotthelf  Lupus 
Research  Institute,  November  2,  1989.     The  1989  Maxwell  Finland  Award  In 
Infectious  Disease  presented  by  the  National  Foundation  for  Infectious 
Diseases.    The  1989  Helen  Hayes  Award  for  Medical  Research.    The  Excellence  In 
Public  Service  Award  of  the  Committee  for  the  Support  of  Public  Service, 

May  9,  1990.     The  1990  Lifetime  Science  Award  of  the  Institute  for  Advanced 
Studies  In  Immunology  and  Aging,  Washington,  DC.     Doctor  of  Science,  Honoris 
Causa,  Mount  Slnal  School  of  Medicine,  New  York,  NY,  May  18,  1990.     Doctor  of 
Science,  Honoris  Causa,  Neumann  College,  Aston,  PA,  May  19,  1990.     Doctor  of 
Science,  Honoris  Causa,  Georgetown  University  School  of  Medicine,  Washington, 
DC,  May  26,  1990.     Doctor  of  Science,  Honoris  Causa,  Hahnemann  University 
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Graduate  School  and  School  of  Medicine,  Philadelphia,  PA,  June  1,   1990.  1990 
Science  Citation  Index  ranked  Dr.  Fauci  as  the  eighth  most-cited  scientist 
among  1.3  million  scientists  publishing  in  the  time  period  1981-1988.  1990 
Humanitarian  Award  of  the  Human  Rights  Campaign  Fund  Federal  Club  of  Houston. 
The  First  International  Chiron  Prize  for  Biomedical  Research  awarded  by  the 
Scuola  Superiore  di  Oncologia  e  Scienze  B  Biomediche  (Genoa)  and  the  Scuola 
Internationale  di  Oncologia  e  Medicine  Sperimentale  (Rome),  1990.     Doctor  of 
Medicine  and  Surgery,  Honoris  Causa,  Universita  di  Roma,  "La  Sapienza,"  Rome, 
Italy,  1990.     The  Fifth  Annual  Gene  Frey  Memorial  Award  for  Medicine,  The 
Whitman-Walker  Clinic,  Washington,  DC,  November  17,  1990.     The  1990 
Presidential  Award  of  the  New  York  Academy  of  Sciences.     Visiting  Professor  of 
Medicine  at  a  large  number  of  major  medical  schools  throughout  the  country. 

Publications : 

Dr.  Fauci  has  authored  over  700  scientific  publications  in  the  field  of  basic 
and  clinical  immunology  and  infectious  diseases. 

VACCINES 

Senator  Harkin.  Thank  you  very  much,  Dr.  Fauci. 

Let  me  just  ask  you  a  couple  of  questions  about  the  vaccines. 
One  has  to  do  with  the  Hcensed  vaccine  to  protect  infants  against 
meningitis. 

Dr.  Fauci.  Right. 

Senator  Harkin.  This  is  a  long-term  interest  area  of  mine.  Is  this 
the  same  kind  of  meningitis  that  causes  hearing  loss? 

Dr.  Fauci.  Yes;  both  hearing  loss  and  mental  retardation  may  re- 
sult from  Haemophilus  influenzae  type  b. 

Senator  Harkin.  And  is  this  vaccine  now  available? 

Dr.  Fauci.  Yes. 

Senator  Harkin.  What  is  the  earliest  age  that  a  child  can  take 
that  vaccine,  and  who  should  take  it? 

Dr.  Fauci.  Well,  this  is  the  first  time  since  the  1960's  that  we 
have  a  new  vaccine  against  an  important  childhood  disease.  The 
reason  this  is  so  important  is  that  children,  by  the  nature  of  the 
development  of  their  immune  system,  cannot  seem  to  make  im- 
mune responses  against  what  we  call  polysaccharide  components  of 
bacteria  until  they  are  1,  2,  or  3  years  old  and  sometimes  even 
older.  However,  this  particular  type  of  meningitis  usually  affects 
children  who  are  much  younger,  within  months  of  birth. 

The  advances  here — and  this  was  a  very  important  contribution 
of  one  of  the  intramural  scientists  in  the  National  Institute  of 
Child  Health  and  Human  Development — was  to  develop  a  com- 
bination of  a  protein  conjugate  with  the  polysaccharide  to  allow  the 
infant's  immune  system  to  recognize  and  respond  to  this.  So,  now 
we  have  a  vaccine  available  that  may  be  used  when  the  infant  is 
most  vulnerable.  So,  this  is  a  very,  very  important  advance.  Prior 
to  this,  we  could  not  vaccinate  children  then  because  their  immune 
systems  would  not  recognize  the  particular  bacteria. 

Senator  Harkin.  So,  you  can  vaccinate  them  at  

Dr.  Fauci.  A  few  months. 

Senator  Harkin  [continuing].  A  few  months  of  age. 
Dr.  Fauci.  Yes. 

Senator  Harkin.  And  does  this  protect  them  for — is  it  like  a 
smallpox  vaccination?  I  don't  know  what  the  right  phrase  is,  but 
they  do  not  have  to  be  revaccinated  later  on  or  anything  like  that? 
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Dr.  Fauci.  No;  actually  the  important  thine  is  that  children  are 
very  vulnerable  to  this.  When  they  become  adults,  they  are  much, 
much  less  vulnerable  to  this.  So,  that  period  is  the  critical  period. 

Senator  Harkin.  I  understand. 

We  have  provided  funding— staying  on  vaccines  here — and  en- 
couragement for  development  of  a  children's  vaccine.  I  know  Sen- 
ator Bumpers  has  been  very  active  in  that  area.  This  would  be  one 
vaccine  which  would  cover  seven  or  eight  of  the  more  common 
childhood  vaccines  all  in  one  dose. 

How  optimistic  are  you  that  such  a  vaccine  can  be  developed  in 
the  relatively  near  future? 

Dr.  Fauci.  Well,  we  are  optimistic  about  this.  Senator,  because 
we  feel  that  we  have  already  in  place  the  basic  research  knowledge 
that  can  at  least  get  a  very  good  start  on  this.  What  we  need  to 
do  now  is  to  apply  some  of  that  technology  to  the  development  of 
this,  as  well  as  to  continue  our  effort  in  basic  research  in  that  area. 
And  I  could  just  very  briefly  give  you  some  of  the  objectives  as  you 
mentioned. 

The  first  thing  is  to  have  a  vaccine  which  is  stable  at  ambient 
temperature,  that  is  administered  orally,  and  that  can  produce  life- 
long immunity  when  administered  as  a  single  dose  in  childhood. 

What  have  we  been  doing  over  the  past  year  with  the  money  that 
you  have  given  us  to  try  and  implement  the  basic  science  to  get 
such  a  vaccine? 

Well,  first  what  we  have  done  is  that  we  have  established  a  vac- 
cine production  facility.  We  have  accelerated  our  research  on 
mucosal  immunity,  and  we  have  evaluated  vaccine  prophylaxis 
against  infectious  diseases  in  children  that  we  have  not  had  as 
much  effort  on.  Right  now  we  are  studying  the  concept  of  maternal 
immunization,  both  in  an  animal  model  and  in  the  human  system. 
So,  already  this  year  we  have  had  activity  heading  toward  the  goal 
of  a  children's  vaccine  and  I  think  it  is  a  feasible  goal  within  this 
decade. 

Senator  Harkin.  I  was  contacted  recently  about  the  AIDS  vac- 
cine which  has  been  developed  by  MicroGeneSys.  Are  you  familiar 
with  that? 

Dr.  Fauci.  I  am  very  familiar  with  it,  yes,  sir. 

Senator  Harkin.  I  understand  that  the  drug  is  ready  to  move 
into  phase  H  clinical  trials  to  determine  whether  or  not  the  drug 
is  effective. 

What  is  the  status  of  the  clinical  trials  for  the  AIDS  vaccine  de- 
veloped by  MicroGeneSys? 

Dr.  Fauci.  Yes,  Mr.  Chairman.  The  MicroGeneSys  vaccine  is  a 
recombinant  vaccine  of  the  GP-160  protein  of  the  envelope  of  HIV. 

In  1987,  we  initiated  a  phase  I  clinical  trial  in  the  intramural 
program  using  accelerated  doses  of  the  GP-160.  We  have  just  re- 
cently initiated  the  GP-160  in  individuals  who  are  already  infected 
with  HIV  using  it  namely  as  an  immunoa^juvant. 

In  addition,  in  our  vaccine  evaluation  units  extramurally,  we  are 
testing  the  GP-160,  and  it  has  been  used  as  a  boost  in  association 
with  a  Bristol  Myers  product,  which  is  a  high  vaccinia  initial  dose 
and  then  boosted  secondarily  with  the  MicroGeneSys  vaccine. 

With  regard  to  your  specific  question,  we  have  called  together  a 
group  of  experts  on  an  ad  hoc  oasis  to  advise  us  on  whether  we 
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should  go  forth  with  any  vaccines  in  an  efficacy  trial  at  this  par- 
ticular time,  in  this  country  or  worldwide.  The  overwhelming  rec- 
ommendation of  the  group  was  to  establish  efficacy  after  a  chal- 
lenge in  an  animal  model  and  before  we  went  ahead  and  conducted 
a  large  scale  efficacy  trial  on  humans,  and  that  is  in  fact  what  we 
are  doing. 

Certainly  the  MicroGeneSys  product  is  one  that  is  well  on  its 
way.  It  is  proven  to  be  safe,  and  it  is  proven  to  be  immunogenic 
in  that  it  induces  both  humoral  and  cellular  immunity.  That  cer- 
tainly would  be  one  of  the  candidates  that  we  would  look  very  fa- 
vorably upon  when  we  get  to  the  stage  of  looking  at  an  efficacy 
trial  in  humans. 

Senator  Harkin.  My  follow-up  question  on  that  was  you  are 

going  to  test  this  in  animals  first. 
Dr.  Fauci.  Before  we  go,  in  this  coimtry,  into  an  efficacy  trial— — 
Senator  Harkin.  But  I  understand,  if  Ym  not  mistaken,  that  the 

AIDS  vaccine  has  already  been  proven  safe  for  humans.  Is  that 

right? 

Dr.  Fauci.  It  has  been  proven  safe,  yes,  sir. 

Senator  Harkin.  Then  why  would  you  not  go  ahead  and  test  this 
on  humans  rather  than  going  

Dr.  Fauci.  The  reason  for  that  is  that  it  was  the  overwhelming 
recommendation  of  our  committee  that,  given  the  limited  target 
populations  that  you  have  in  this  country  that  you  could  use  for  a 
vaccine  trial,  it  was  important  to  determine  efficacy  in  animals 
first.  Although  we  know  it  is  safe,  there  is  no  indication,  given  the 
complexity  of  the  immune  response  to  HIV,  that  it  would  be  effec- 
tive in  humans. 

The  animal  studies  are  not  for  safety.  They  are  for  giving  the 
animal  a  vaccine  and  then  challenging  the  animal  with  a  live  virus 
to  prove  that  the  particular  candidate  is  effective.  It  has  more  to 
do  with  efficacy  than  it  does  with  safety. 

Senator  Harkin.  I  just  have  a  hard  time  imderstanding.  If  it's 
safe,  why  not  try  the  efficacy  on  humans?  You  are  talking  about 
people  that  have  AIDS. 

Dr.  Fauci.  Right. 

Senator  Harkin.  I  went  through  this  a  year  or  two  ago  with  a 
friend  of  mine  who  was  djdng  of  AIDS  who  is  since  deceased.  He 
was  willing  to  tiy  anything.  He  didn't  care.  He  knew  he  was  dying. 
So,  why  not  go  ahead  and  try  

Dr.  Fauci.  It  is  a  different  story  when  you  are  talking  about  pre- 
vention versus  treatment.  If  you  have  someone  who  is  already  ill 
and  is  deteriorating,  then  trie  philosophical  approach  of  tiying 
something  that  might  necessarily  be  a  high  risk  is  a  different  situa- 
tion than  consuming  a  population  for  immunization  that  you  would 
want  to  save  for  something  that  has  been  shown  experimentally  to 
be  effective.  The  overwhelming  recommendation  by  our  advisors  is 
that  you  should  not  utilize  populations  in  this  country  that  could 
be  candidates  for  a  vaccine  until  you  have  an  indication  that  the 
vaccine  would  be  effective. 

Now,  the  situation  would  likely  be  different  because  I  know  that 
MicroGeneSys  is  now  negotiating  with  doing  an  efficacy  trial  in  for- 
eign coimtries  in  which  the  rate  of  new  infection  is  extraordinary 
because  those  individuals  would  have  such  a  high  rate  of  infection. 
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they  could  tell  right  away  and  very  quickly  whether  it  would  be  ef- 
fective or  not. 

Senator  Harkin.  Well,  I  don't  know  that  I  understand  that  com- 
pletely. 

I  am  told — and  a^ain,  this  is  not  of  my  own  knowledge — ^that  al- 
most all  of  the  vaccines  currently  in  use  were  not  developed  using 
animal  models  and  that  some  vaccines  which  looked  extremely 
promising  in  animals  did  not  achieve  significant  results  in  humans. 

Now  you  are  saying  that  the  animal  tests  should  come  before 
human  efficacy  tests  even  when  the  vaccine  is  proved  to  be  safe. 

Dr.  Fauci.  Mr.  Chairmarij^  there  have  been  no  vaccines  to  date 
that  have  been  tested  for  eflncacy.  The  information  you  are  getting 
are  situations  in  which  a  product  was  tested  in  an  animal  and 
shown  to  be  safe  and  then  gone  on  and  done  a  phase  I  trial  in  hu- 
mans to  show  if  it  is  safe  in  humans.  The  recommendation  of  the 

f roups  that  I  am  talking  about  has  less  to  do  with  safety  than  it 
as  to  do  with  proving  that  it  can  work.  There  have  been  no  

Senator  Harkin.  I  guess  I  just  don't  understand,  if  it  is  safe  and 
you  can  get  a  control  group  who  volimteer  for  efficacy  tests,  to  see 
that  it  works,  why  you  couldn't  go  ahead  and  do  that  rather  than 
going  through  animals  first.  I  can  understand  that  in  some  cases, 
but  in  the  MDS  situation,  I  have  a  hard  time  understanding. 

Dr.  Fauci.  In  order  to  prove  efficacy  in  a  population,  you  would 
have  to  have  a  population  that  has  a  reasonably  high  nsk  of  get- 
ting infected  because  you  will  have  to  test  the  vaccine  on  individ- 
uals who  are  not  yet  infected.  There  should  be  no  imminent  danger 
to  them  of  dying  because  they  are  not  infected  yet. 

However,  there  are  some  populations  in  which  there  is  a  high 
rate  of  infection,  and  the  recommendation  is  that  you  should  use 
a  vaccine  in  those  populations  only  after  you  have  shown  that  that 
vaccine  can  be  effective  in  preventing  an  infection  in  an  animal 
that  has  been  challenged  because  otherwise  you  might  vaccinate  a 
high-risk  population,  and  then  you  look  around  and  you  do  not 
have  any  more  populations  to  vaccinate  because  you  have  used  up 
the  high-risk  populations  in  this  coimtry. 

Senator  H^KIN.  I  may  have  to  get  some  more  information  on 
this. 

Dr.  Fauci.  I  would  be  happy  to  discuss  that  with  you  in  more  de- 
tail. 

Senator  Harkin.  I  think  I  understand  it.  It's  just  my  limited  sci- 
entific knowledge  is  what  is  preventing  me  from  fully  com- 
prehending it. 

I  recognize  Senator  Reid  for  any  questions  you  may  have. 

Senator  Reid.  Thank  you  very  much,  Mr.  Chairman. 

Dr.  Fauci,  what  type  of  research  is  being  done  to  pursue  the 
chronic  fatigue  sjoidrome? 

Dr.  Fauci.  The  research  associated  with  the  chronic  fatigue  syn- 
drome is  several-fold.  One  is  looking  at  the  epidemiology  and  natu- 
ral history.  As  you  are  probably  aware,  this  has  been  a  very  elusive 
disease  in  trying  to  determine  what  the  criteria  for  diagnosis  is.  As 
we  are  learning  more  and  more  about  that,  there  is  research  now 
into  looking  at  the  pathogenesis  and  at  what  are  in  fact  the  defects 
in  individuals  who  have  cnronic  fatigue  syndrome.  And  that  is  mov- 
ing along  right  now.  In  fact,  we  have  issued  a  request  for  applica- 
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tions  for  cooperative  groups  to  study  chronic  fatigue  syndrome.  It 
is  really  a  question  of  getting  the  natural  history  down  and  then 
looking  at  the  pathogenesis.  And  we  have  actually  done  some  more 
surveillancing  in  association  with  the  CDC  and  epidemiological 
studies. 

Senator  Reid.  Is  the  National  Institute  of  Allergy  and  Infectious 
Diseases  cooperating  with  CDC  in  this  endeavor? 
Dr.  Fauci.  Yes,  sir,  we  are. 

Senator  Reid.  How  many  staff  members  at  NIH,  full  or  part- 
time,  are  working  on  this  chronic  fatigue  syndrome? 

Dr.  Fauci.  Well,  we  do  not  have  individuals  who  specifically  are 
involved  in  chronic  fatigue  syndrome.  We  have  a  Division  of  Micro- 
biology and  Infectious  Disease  with  a  large  number  of  individuals. 
One  of  the  areas  that  we  are  concerned  with  is  chronic  fatigue  syn- 
drome. We  do  not  specifically  assign  an  individual  to  chronic  fa- 
tigue syndrome.  We  do  in  our  intramural  research  program  have 
one  of  the  leading  scientists  in  the  world  in  chronic  fatigue  syn- 
drome. Dr.  Steven  Strauss,  who  has  been  responsible  for  a  number 
of  very  important  studies  over  the  last  several  years. 

Senator  Reid.  So,  do  you  feel  that  enough  attention  is  being  fo- 
cused on  this  disease?  Within  the  limits  of  your  budget  I  assume 
is  what  you  are  going  to  say. 

Dr.  Fauci.  It  is  a  frustrating  situation.  Senator,  because  since 
there  is  such  a  poor  handle  on  just  what  tnis  disease  is.  We  would 
like  to  be  able  to  do  more,  but  before  we  can  do  that,  we  have  to 
have  something  to  grasp  onto.  And  that  is  the  reason  why  it  is  im- 
portant to  delineate,  as  best  as  possible,  what  the  natural  history 
is,  what  the  criteria  for  making  a  diagnosis  of  this  disease  is,  and 
then  to  determine  alternative  therapies  to  treat  it.  So,  in  a  broad 
sense,  I  am  not  satisfied  with  the  amount  that  we  are  doing  be- 
cause we  have  not  yet  reached  that  stage  in  understanding  the  dis- 
ease to  be  able  to  apply  specifically  more  effort  into  it. 

Senator  Reid.  As  you  are  aware,  in  Douglas  and  Lyon  Counties 
in  Nevada  there  are  large  numbers  of  these  cases  that  have  been 
identified.  And  the  University  of  Nevada  Medical  School  has  been 
doing  research  in  this  area  for  a  number  of  years.  Has  the  NIH 
used  the  benefit  of  the  University  of  Nevada  at  Reno  Medical 
School  for  the  work  that  has  been  done? 

Dr.  Fauci.  We  recently  issued  a  request  for  applications  to  estab- 
lish chronic  fatigue  syndrome  cooperative  groups.  Hopefully,  the 
University  of  Nevada  will  submit  a  competitive  application.  Re- 
garding the  broader  question  of  prevalence  in  Douglas  and  Lyon 
Counties,  that  is  one  of  the  areas  that  is  being  very  closely  looked 
at  in  the  collaborative  effort  between  the  Centers  for  Disease  Con- 
trol and  the  NIH. 

Senator  Reid.  One  reason  I  mention  this  is  that  there  are  hun- 
dreds and  hundreds  of  samples  of  chronic  fatigue  syndrome  pa- 
tients whose  blood  has  been  stored  at  the  University  of  Nevada  at 
Reno.  Are  you  aware  of  this? 

Fauci.  Yes,  sir;  in  fact,  we  did  a  significant  large  study  at  the 
NIH  on  those  individuals  looking  at  every  available  parameter  that 
we  have  immunologically  and  otherwise,  and  we  did  not  come  up 
with  any  pattern  at  all  that  we  could  pursue.  But  that  does  not 
mean  that  we  are  not  continuing  to  try  and  find  inroads  into  the 
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pathogenesis.  If  we  knew  what  we  were  looking  for,  then  getting 
those  samples  and  going  through  them  to  try  and  identify  some  of 
the  components  of  uie  pathogenesis  would  be  a  relatively  easy  task. 
The  mystery  is  we  do  not  know  what  we  are  looking  for,  so  we  just 
look  for  the  parameters  that  are  available  to  us  right  now,  and  so 
far  they  have  come  up  short. 

Senator  Reid.  Has  funding  been  a  problem  to  study  this  disease? 

Dr.  Fauci.  Well,  it  has  not  been  a  problem.  I  wish  we  had  more 
to  be  able  to  fund.  We  have  put  out  a  request  for  applications,  and 
we  look  forward  to  the  response  for  that  request.  If  we  get  good  re- 
quests, we  would  be  happy  to  fund  as  much  as  the  science  allows. 

Senator  Reid.  Thank  you,  Mr.  Chairman. 

Senator  Harkin.  Thank  you.  Senator  Reid. 

I  thank  this  panel.  I  am  going  to  follow  up  with  you  on  this 
thing.  I  don't  understand  all  that  completely,  but  perhaps  I  can  get 
into  it  and  understand  it  a  little  bit  better.  Thank  you  all  very 
much. 

We  will  call  our  next  panel  up,  if  you  don't  mind.  Dr.  Raub. 
I  have  to  break  in  about  20  minutes.  If  we  do  not  finish,  we  will 
pick  it  back  up  at  1:30. 
Senator  Reid.  Mr.  Chairman. 
Senator  Harkin.  Yes. 

Senator  Reid.  I  will  come  back  whenever  you  say.  I  have  some 
questions  of  Dr.  Grorden  on  the  next  panel. 
Senator  Harkin.  He  is  on  the  next  panel? 
Senator  Reid.  Yes. 

Senator  Harkin.  We  can  go  right  to  that. 
Senator  Reid.  OK,  thank  you. 

questions  submitted  by  the  subcommittee 

Senator  Harkin.  Thank  you  verv  much.  There  will  be  some  addi- 
tional questions  which  will  be  suomitted  for  your  response  in  the 
record. 

[The  following  questions  were  not  asked  at  the  hearing,  but  were 
submitted  to  the  Institute  for  response  subsequent  to  the  hearing:] 
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QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

CHILDREN'S  VACCINE 

Question.     The  Committee  has  provided  funding  and  encouragement 
for  the  development  of  a  Children's  Vaccine.     This  would  be  one 
vaccine  which  would  cover  seven  or  eight  of  the  more  common  childhood 
vaccines  all  in  one  dose.     How  optimistic  are  you  that  such  a  vaccine 
can  be  developed  in  the  relatively  near  future? 

Answer.     The  World  Health  Organization  and  the  United  Nations 
Children's  Emergency  Fund  articulated  the  goal  of  a  single,  oral, 
temperature -stable  vaccine  that  would  be  effective  against  the  major 
child-killing  infections  in  the  world  and  produce  life-long  immunity. 
While  this  type  of  vaccine  remains  an  idealistic  goal  and  a  challenge 
to  all  who  work  in  the  field  of  vaccinology,  practical  and  scientific 
considerations  encouraged  that  the  concept  of  a  "Children's  Vaccine" 
be  recast  into  a  "Children's  Vaccine  Initiative"  (CVI).  This 
initiative  has  as  its  goal  the  continued  targeted  improvement  of 
childhood  vaccines. 

The  CVI  calls  for  expanding  the  front  line  of  existing  and 
emerging  vaccine  technology  within  a  framework  that  is  both  feasible 
and  achievable  over  the  next  10  years .     By  accelerating  the 
application  of  vaccine  technology,  CVI  targets  vaccines  that  will 
require  fewer  doses,  can  be  given  earlier  in  life,  can  be  combined  in 
novel  ways,  are  more  stable,  and  are  effective  against  a  variety  of 
diseases.     Each  step  will  continue  to  facilitate  improved 
immunization  of  high  risk  children  in  all  countries. 

PEDIATRIC  CLINICAL  TRIAL  UNITS 

Question.     Last  year  the  Conference  Committee  directed  an 
increase  for  Pediatric  Clinical  Trial  Units.     I  understand  that  with 
this  additional  funding  37  percent  of  all  clinical  trial  funding  will 
go  to  Pediatric  Clinical  Trial  Units.     This  compares  to  approximately 
1.5  percent  of  all  the  AIDS  cases  being  children.     Doctor,  has 
funding  been  skewed  too  heavily  towards  the  Pediatric  Clinical  Trial 
Units? 

Answer.     Basic  research  on  pediatric  AIDS  continues  to  be  a  high 
priority  and  we  will  be  placing  more  emphasis  on  this  critical  health 
problem.     Our  current  research  program  focuses  on  efforts  to  define 
the  means  for  early  diagnosis,   timing  of  transmission  of  the  virus, 
pathogenic  mechanisms  involved  in  pediatric  research,  and  the  roles 
of  immune  response  in  protection  or  delay  of  clinical  progression. 

By  way  of  background,   the  level  of  funding  for  pediatric  AIDS 
clinical  trials  has  increased  markedly  over  the  last  several  years  in 
response  to  the  changing  demography  of  the  disease.     As  a  result  of 
the  increase  in  pediatric  AIDS  clinical  trials,  more  treatment 
protocols  are  now  being  sponsored. 

Despite  this  progress,  the  recent  congressional  earmark  to 
double  the  amount  of  resources  committed  to  pediatric  AIDS  clinical 
trials  causes  us  some  concern  because  of  the  vastly  disproportionate 
level  of  effort  that  would  exist  between  pediatric  and  adult  clinical 
trials.     Specifically,  pediatric  AIDS  cases  represent  approximately 
1.7  percent  of  all  reported  AIDS  cases.     Currently,   11.8  percent  of 
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all  patients  enrolled  in  AIDS  clinical  trials  are  pediatric  patients. 
With  the  earmark,  approximately  40  percent  of  all  AIDS  clinical  trial 
resources  will  be  devoted  to  pediatric  populations.     We  are  concerned 
that  since  sufficient  addi.tional  funds  were  not  provided  to  finance 
the  earmark,  on- going  research  efforts  in  vaccine  and  drug 
development,  epidemiology  and  adult  clinical  trials  will  need  to  be 
reduced. 

Of  particular  concern  is  the  increasing  trend  to  divert  scarce 
research  dollars  for  health  care  needs.     We  agree  that  a  certain 
level  of  ancillary  services  are  required  to  ensure  that  pediatric 
populations  are  able  to  participate  in  clinical  trials.  However, 
these  ancillary  services  should  be  commensurate  with  the  level 
required  to  ensure  that  pediatric  patients  may  participate  in  trials 
rather  than  providing  the  full  range  of  health  care  coverage. 

We  will  continue  to  confront  the  problem  of  pediatric  AIDS  by 
supporting  an  extensive  program  of  treatment  and  epidemiologic 
research  of  HIV  in  children.     While  acknowledging  the  importance  of 
this  critical  health  problem,  we  should  recognize  that  resources  are 
finite  and  an  appropriate  balance  needs  to  exist  among  pediatric  and 
adult  clinical  trials,  vaccine  development  and  basic  research. 

Question.     We  often  hear  that  AIDS  research  that  is  devoted  to 
adults  has  benefits  for  children.     Is  the  reverse  true? 

Answer.     Yes.     Studies  that  shed  light  on  the  prevention  of 
infection  from  one  infected  person  to  another,  such  as  the  protocol 
designed  to  limit  the  spread  of  infection  from  an  infected  mother  to 
her  fetus  or  infant,  will  be  of  benefit  to  both  children  and  adults. 
Moreover,  these  studies  will  also  allow  us  to  gather  data  on  how 
certain  drugs,  such  as  zidovudine,  affect  pregnant  women.  Finally, 
studies  that  look  at  the  role  of  compounds  such  as  immunoglobulin  in 
preventing  additional  infections  for  HIV-infected  children  may  have 
implications  for  preventing  infections  in  adults. 

AIDS 

Question.     Last  year  we  discussed  the  possibility  of  developing 
an  AIDS  vaccine.     I  understand  that  encouraging  test  results  of  an 
AIDS  vaccine  have  occurred  with  monkeys,  and  that  the  FDA  has 
approved  the  sixth  AIDS  vaccine  for  human  testing.     Dr.  Fauci,  what 
is  the  status  of  developing  an  AIDS  vaccine  for  general  use? 

Answer.     Recent  research  findings  in  animal  model  systems  are 
showing  promise  that  the  development  of  a  safe  and  effective  vaccine 
for  HIV  infection  is  feasible.     Results  from  several  research  groups 
have  demonstrated  protection  in  monkeys  vaccinated  with  SIV  vaccines 
and  then  challenged  with  SIV,  and  protection  in  chimpanzees 
vaccinated  with  HIV  vaccines  and  challenged  with  HIV.     In  some 
experiments,  animals  were  protected  from  infection  by  heterologous 
SIV  strains,  that  is,  virus  strains  that  are  different  from  the 
vaccine  strain.     These  studies  increased  optimism  that  the  extensive 
amount  of  virus  variation,  which  is  common  to  both  SIV  and  HIV,  could 
be  overcome  by  broadly  reactive  vaccines. 

Because  SIV  and  HIV  are  so  closely  related  and  produce  very 
similar  types  of  disease,  these  studies  provided  hope  that  scientists 
may  ultimately  create  an  effective  HIV  vaccine,  a  possibility  that 
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was  considered  to  be  much  more  remote  until  last  year.     The  HIV 
vaccines  are  being  considered  not  only  for  protection  of  uninfected 
individuals,  but  for  slowing  the  progression  of  disease  in  HIV 
infected  asymptomatics ,   and  for  prevention  of  perinatal  transmission 
from  HIV-infected  mothers  to  newborns. 

Question.     I  understand  that  over  55  drugs  are  being  tested  for 
use  in  AIDS  treatments.     Do  you  expect  that  new  treatments  will  be 
developed  in  the  near  future? 

Answer.     Significant  headway  in  AIDS  drug  development  is  being 
made.     In  1990,   three  new  anti -retroviral  agents  entered  phase  I 
clinical  trials:     3 ' - f luorothymidine  (FLT) ,  hypericin,  and 
tetrahydro-imidazo(4,5,l-jk) (1 ,4) -benzodiazepin-2(lH) -thione  (TIBO) . 
One  of  these,  FLT,  was  discovered  by  the  NIAID  funded  National 
Cooperative  Drug  Discovery  Groups  (NCDDGs) .     A  novel  anti- tat 
inhibitor  recently  identified  by  a  NCDDG  will  be  in  a  clinical  trial 
soon.     This  is  a  particularly  interesting  drug  that  blocks  production 
of  HIV  from  cells  already  infected  by  HIV  and  therefore  holds  the 
possibility  of  delaying  or  halting  disease  progression.     Two  other 
NCDDG- discovered  therapies  are  anticipated  to  enter  clinical  trial 
within  the  next  year.     At  least  six  others  are  in  earlier  stages  of 
preclinical  development.     There  is  every  reason  to  expect  that 
additional  new  and  novel  treatments  will  continue  to  arise  as  a 
result  of  concerted  efforts  directed  to  find  agents  active  against 
critical  viral  and  cellular  targets,  such  as  reverse  transcriptase, 
HIV  protease,  regulator  proteins  such  as  tat  and  rev.     Basic  research 
on  other  targets  as  well  as  the  application  of  gene  therapy  to  the 
treatment  of  HIV  infection  are  also  of  high  priority  to  the  NIAID. 

Question.     How  many  of  the  AIDS  vaccines  are  now  in  clinical 
trials? 

Answer.     Currently,  seven  vaccines  are  in  clinical  trial  in 
uninfected  volunteers,  and  six  vaccines  are  being  evaluated  in  HIV- 
positive  asymptomatic  volunteers. 

These  preliminary  studies  are  addressing  the  safety  and  ability 
of  the  vaccine  to  induce  immune  responses.     The  goal  of  these  first 
studies  is  to  obtain  comprehensive  immunologic  analyses  on  each 
candidate,  and  to  compare  these  data  to  comparable  animal  model 
studies.     In  addition,  there  are  currently  several  other  candidate 
vaccines  in  preclinical  development,  and  it  is  anticipated  that  a 
number  of  these  will  enter  clinical  studies  in  1991. 


LYME  BORRELIOSIS 

Question.     Doctor,  I  understand  that  it  is  relatively  easy  to 
diagnose  Lyme  Disease  if  it  is  detected  in  its  very  early  stages  and 
that  doctors  across  the  country  now  can  make  successful  diagnoses. 
The  problem,  however,   is  when  the  disease  has  progressed  for  awhile, 
the  diagnosis  is  more  difficult.     VThat  is  the  status  of  our  ability 
to  diagnose  Lyme  Disease  and  do  you  feel  that  the  disease  is 
adequately  understood  by  all  practicing  physicians  across  the 
country? 


874 


Answer.     Although  early  treatment  of  Lyme  borrellosis  has  a  high 
success  rate,  early  diagnosis  is  often  problematic  for  many  of  the 
same  reasons  that  hinder  effective  diagnosis  of  cases  of  Lyme 
borrellosis  that  have  progressed  for  months  or  years.  Lyme 
borrellosis  at  any  state  of  progression  can  be  difficult  to  diagnose 
because  of  the  wide  and  variable  range  of  symptoms  exhibited  by 
patients  and,  therefore,  can  easily  be  confused  with  many  other 
pathological  conditions.     In  addition,  patients  vary  greatly  with 
respect  to  their  immune  response  to  the  causative  agent  and  to  the 
extent  to  which  the  causative  agent  is  present  in  the  patient.  Thus, 
the  variability  in  the  type  and  extent  of  immune  response  and  the 
presence  of  antigen,  or  other  remnants  of  the  causative  agent,  in 
patients  make  it  particularly  difficult  to  develop  an  effective 
diagnostic  test.     There  are  many  diagnostic  tests  currently  available 
in  the  marketplace  but  none  of  them  are  regarded  as  highly  reliable. 
Physicians  often  rely  on  the  results  of  diagnostic  tests  to  confirm  a 
diagnosis  of  Lyme  borrellosis.     Therefore  even  the  physicians  with 
the  most  experience  with  Lyme  borrellosis  currently  do  not  adequately 
understand  the  disease.     In  fact,  no  one  does.     That  is  why  we  are 
aggressively  supporting  and  encouraging  research  on  Lyme  borrellosis. 

The  NIAID  and  the  NIAMS  have  issued  Requests  for  Application  for 
further  research  on  the  diagnosis  and  therapy  of  Lyme  borrellosis. 
In  addition,  NIAID  and  NIAMS  have  co-sponsored  a  state-of-the-art 
Workshop  on  the  "Diagnosis  and  Therapy  of  Lyme  Disease"  which  was 
held  in  March  of  this  year.     The  purpose  of  this  Workshop  was  to  aid 
physicians  in  making  decisions,  using  currently  available  knowledge 
and  technology,  regarding  diagnosis  and  therapy  when  faced  with 
patients  that  may  have  Lyme  borrellosis. 

;  REPRESENTATION  OF  WOMEN  IN  CLINICAL  TRIALS 

Question.     Dr.  Fauci,  I  understand  that  approximately  seven 
percent  of  those  involved  in  your  Institute's  clinical  trials  are 
women,  and  I  understand  further  that  you  do  want  to  increase  that 
participation  level.     What  goal  do  you  have  for  enrolling  women  in 
your  Institute's  clinical  trials? 

Answer.     Our  goals  are  to  ensure  that  we  adequately  address  the 
high  priority  scientific  questions  specific  to  HIV  disease  in  women, 
and  to  have  women  included  in  trials  to  the  degree  which  reflects  the 
pattern  of  the  disease  in  the  general  population.     In  response  to  the 
low  enrollment  of  women  onto  AIDS  Clinical  Trials,  NIAID  has  taken 
the  following  action: 

o        Fostered  the  establishment  of  the  Women's  Health  Committee,  a 
new  and  official  committee  of  the  AIDS  Clinical  Trials  Group 
(ACTG) .     As  one  of  its  missions,  this  committee  will  focus  on 
developing  the  scientific  agenda  specific  for  HIV  -  infected 
women  in  AIDS  clinical  trials. 

o        In  1990,  supplemental  funds  were  awarded  to  12  existing 

pediatric  and  adult  clinical  trial  units  to  establish  linkages 
with  obstetrical  and  perinatal  facilities  as  well  as  to  provide 
social  services,  including  outreach  for  mothers  who  are  HIV- 
infected.  Since  the  majority  of  HIV-infected  women  are  poor  with 
less  than  adequate  access  to  health  care,  the  aim  here  is  to 
eliminate  some  of  the  dominant  issues  regarding  health  care, 
transportation,  provision  of  day  care,  etc.  which  in  the  past 
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have  limited  study  accessibility  and  protocol  compliance  of 
women . 

Question.  Why  shouldn't  it  be  closer  to  the  percentage  of  women 
in  the  general  population? 

Answer.     We  fully  agree  that  the  percentage  of  women  in  all 
trials  should  reflect  the  demographics  of  the  disease  seen  in  the 
general  population.     It  is  important  to  note  that  we  have  a 
relatively  small  improvement  to  make  in  this  regard  since,  overall, 
6.2  percent  of  participants  in  ACTG  studies  are  women,  while  women 
represent  9.6  percent  of  AIDS  cases  as  reported  by  the  Centers  for 
Disease  Control. 

Question.     Dr.  Fauci,  we  are  aware  that  the  profile  of  the  AIDS 
epidemic  is  changing  and  that  the  disease  is  being  seen  more  and  more 
in  minorities,  women,  children,  and  intravenous  drug  users.     We  also 
understand  that  heterosexual  transmission  is  increasing.     What  is 
your  Institute  doing  to  respond  to  this  change  in  the  AIDS  epidemic? 

Answer.     The  NIAID  has  targeted  minority  recruitment  in  its 
epidemiology  cohorts  whose  participants  have  not  traditionally  been 
minorities.     In  addition,  in  the  current  recompetition  of  the 
Multicenter  AIDS  Cohort  Study  and  San  Francisco  Men's  Health  Study, 
the  NIAID  will  study  the  issue  of  access  to  medical  care. 
Specifically,  the  investigators  will  look  at  access  for  minority 
members  of  the  cohort,  which  will  enable  them  to  examine  any 
differences  they  may  find  in  access  to  care  between  minorities  and 
other  individuals  enrolled  in  the  study. 

The  NIAID  also  currently  sponsors  several  large  epidemiology 
studies  which  research  questions  related  to  both  the  natural  history 
and  heterosexual  transmission  of  HIV  in  women.     Each  of  these  cohorts 
continues  to  recruit  participants  and  collect  data.     The  Women  and 
Infants  Transmission  Study  addresses  issues  related  to  perinatal 
transmission,   the  effect  of  pregnancy  on  HIV  disease,  and  the  effect 
of  HIV  on  pregnancy  outcomes.     The  Heterosexual  HIV  Transmission 
Study  looks  at  transmission  in  discordant  couples  and,  prospectively, 
at  women  at  high  risk  for  HIV  infection.     The  Newark  Perinatal  Study 
is  designed  to  address  the  natural  history  of  pregnancies  in  women 
infected  with  HIV  compared  with  that  in  uninfected  women.     Over  50 
percent  of  the  women  enrolled  in  all  of  these  studies  are  of  minority 
background. 

The  NIAID  is  currently  planning  to  expand  studies  of  the 
progression  of  HIV  disease  in  women.     In  order  to  expand  data 
collection  and  analysis  as  quickly  as  possible,  a  two-stage  approach 
is  currently  being  developed. 

The  first  stage  will  include  short-term  projects  that  C3n  be 
initiated  during  FY  1991  and  continued  during  FY  1992  to  collect  and 
analyze  data  that  already  exists  in  women's  health  clinics  and  to 
analyze  data  from  existing  cohorts  for  gender  differences. 

In  stage  two,   the  results  of  these  short-term  projects  will 
provide  the  foundation  for  the  design  of  a  long- terra  study  of  a  full 
cohort  of  women,  which  is  projected  to  begin  late  in  FY  1992.  The 
NIAID  has  recently  begun  working  with  other  PHS  agencies  on  this 
initiative.     A  study  group  will  draft  a  protocol  to  help  facilitate 
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this  future  collaboration  by  utilizing  the  specific  capabilities  of 
the  various  PHS  agencies. 

RECRUITMENT  AND  RETENTION  OF  SCIENTIFIC  STAFF 

Question.     Dr.  Fauci,  have  you  encountered  difficulties  in 
recruiting  and  retaining  staff  because  of  salaries?    Will  the  Senior 
Biomedical  Research  Service  help  to  solve  that  problem? 

Answer.     In  the  past,  our  Institute  has  encountered  difficulties 
in  recruiting  and  retaining  staff.     In  the  case  of  retention,  some  of 
brightest  and  most  productive  scientists  had  been  lured  to  private 
industry  or  academia,  where  salaries  have  tended  to  be  higher  than 
the  government  could  offer. 

The  Senior  Biomedical  Research  Service  will,  to  some  extent, 
help  solve  some  of  these  problems.     Specifically,  it  will  be  a  very 
valuable  tool  for  recruiting  and  retaining  scientists  at  the  very 
highest  levels  in  our  intramural  program,  and  to  some  lesser  extent 
in  our  extramural  programs.       The  SBRS  will  be  utilized  to  provide  a 
higher  rate  of  pay  for  a  number  of    our  most  senior  intramural 
scientists  and  a  few  extramural  scientists.  This  will  obviously 

provide  us  with  the  very  means  for  providing  more  competitive  salary 
levels,  and  thus  help  to  narrow  somewhat  the  wide  differential 
between  their  current  salaries  from  those  available  outside  of 
Government. 

AIDS  VACCINE  DEVELOPMENT 

Question.     Dr.  Fauci,  could  you  bring  us  up  to  date  on  the 
status  of  AIDS  vaccine  development.     Can  you  predict  when  you  may 
have  an  effective  vaccine? 

Answer.     Thirteen  vaccines  are  in  clinical  trials  world-wide. 
About  half  of  the  trials  are  being  conducted  in  uninfected  people  and 
the  other  half  are  being  conducted  in  the  infected  population.  More 
candidate  AIDS  vaccines  are  being  developed,  more  basic  research  is 
being  done  on  AIDS,  and  as  a  result  of  these  activities,  the  time 
frame  for  developing  an  effective  AIDS  vaccine  is  being  shortened. 
However,   I  can  not  give  you  a  definite  date. 

ASTHMA 

Question.     Dr.  Fauci,  we  have  heard  that  the  incidence  of  asthma 
is  increasing  and  further,  that  mortality  due  to  asthma  is 
increasing,  particularly  in  inner-city  populations.     What  is  your 
Institute  doing  to  address  this  problem? 

Answer.     We  have  been  very  concerned  about  the  increase  in 
asthma  morbidity  and  mortality  rates,  especially  after  a  period  of 
several  years  of  steady  decline.     In  response  to  that  concern,  in 
February,   1991  we  launched  the  National  Cooperative  Inner-City  Asthma 
Study.     The  study  will  be  conducted  by  eight  universities  located  in 
Detroit,  Cleveland,  Chicago,  St.  Louis,  Washington,  D.C,  Baltimore 
and  New  York  City.     The  study  is  to  be  conducted  over  a  four-year 
period  and  is  specifically  focused  to  identify  factors  contributing 
to  the  increased  incidence  of  asthma  and  will  enable  us  to  develop 
modalities  to  reduce  recurrent  asthmatic  episodes  and  asthma-related 
deaths  among  inner  city  Black  and  Hispanic  children.     In  the  initial 
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months  of  this  study,   investigators  will  be  collecting  information 
relevant  to  developing  a  common  treatment  protocol  which  will  then  be 
implemented  during  the  subsequent  months  of  the  study. 

MINORITY  HEALTH 

Question.     Dr.  Fauci,  many  of  the  diseases  for  which  your 
Institute  is  responsible  affect  minorities  disproportionately.  Can 
you  tell  us  what  special  efforts  you  are  making  to  address  minority 
health  issues? 

Answer:     The  mission  of  NIAID  covers  several  diseases  which 
disproportionately  affect  minorities.     Toward  this  end,  NIAID  is 
striving  to  develop  programs  directed  at  certain  health  problems, 
such  as  asthma,   sexually  transmitted  diseases,   systemic  lupus 
erythematosus,  and  kidney  disease,  as  they  affect  minorities,  to 
enhance  minority  health  resource  development,  and  to  increase  the 

jl   participation  of  minority  patients,   investigators,  and  institutions 

j   in  NIAID- sponsored  research. 

Systemic  lupus  erythematosus  (SLE)  is  a  chronic,  autoimmune 
disorder  which  is  three  times  more  prevalent  among  Blacks  than  among 
Whites,  with  1  in  every  250  Black  women  between  the  ages  of  15  and  64 
having  SLE.     The  NIAID  supports  basic  research  on  the  auto-antibodies 
associated  with  SLE.     The  research  focuses  on  developing  diagnostic 
tools  for  identifying  these  auto -antibodies  and  understanding  what 
stimulates  their  production. 

In  response  to  the  recent  concern  about  the  increase  in 
mortality  and  morbidity  rates  for  Asthma,  especially  in  urban 
pediatric  populations,   the  NIAID  initiated  the  National  Cooperative 

III    Inner-City  Asthma  Study.     The  two  phase  multicenter  trial  was  ^. 

"    launched  in  February  of  this  year  with  awards  made  to  eight 

universities  across  the  United  States.     The  study  will  attempt  to 
identify  factors  contributing  to  the  increased  incidence  of  asthma  in 
these  children. 

The  current  sexually  transmitted  diseases  (STDs)  epidemic  in  the 
United  States  disproportionately  affects  minorities.     Both  the 
|k    incidence  of  STDs  and  the  effect  of  their  long-term  and,  sometimes, 
'I    life- threatening  sequelae  are  consistently  higher  among  minorities 
i     than  among  Whites.     In  April,   1990  NIAID  sponsored  a  workshop  that 
i,    generated  recommendations  for  approaching  this  serious  health 
j:    problem.     The  recommendations  from  this  workshop  have  been 
!     incorporated  into  a  recently  issued  Request  for  Applications  to  fund 
STD  Cooperative  Research  Centers  in  FY  1991.     NIAID  also  supports 
basic  research  related  to  human  papillomavirus,  cytomegalovirus,  and 
1 1    pelvic  inflammatory  disease.     We  also  sponsor  research  involved  with 
lij    the  development  of  vaccines  against  STDs  since  prevention  against 
ll    infection  is  preferred  to  treating  infections  that  are  becoming  more 
iP    drug  resistant. 

Because  the  population  now  most  at  risk  for  AIDS  has  changed 

ifrom  homosexual  men  to  women,  children  and  intravenous  users  and 
their  partners,   the  NIAID  initiated  the  Women  and  Infants 
Transmission  Study  (WITS)  and  the  Heterosexual  AIDS  Transmission 
Study  (HATS)  as  well  as  the  Maternal  Factors  Influencing  Perinatal 
Transmission  of  HIV  Infection  (Newark  Perinatal  Study) . 
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Our  Intramural  program  is  currently  exploring  the  development  of 
a  collaborative  clinical  trial  with  Howard  University  Medical  School 
to  study  minority  populations  infected  with  HIV. 

We  are  also  heavily  involved  in  providing  materials  to  educate 
community  physicians  regarding  treatment  updates  for  asthma;  alerting 
them  to  clinical  trials  that  they  can  refer  patients  to;  and 
fostering  information  exchange  and  conducting  state-of-the-art 
meetings  regarding  AIDS  treatment  and  research. 

CHRONIC  FATIGUE  SYNDROME 

Question.     Please  summarize  what  is  currently  known  about 
possible  causes  of  chronic  fatigue  syndrome.     Is  the  HTLV-1  virus  a 
probable  culprit  in  some  cases? 

Answer,     There  have  been  several  hypotheses  about  possible 
causes  of  Chronic  Fatigue  Syndrome  (CFS) .     Because  patients  often 
cite  a  "flu-like"  illness  as  a  precipitating  factor,  the  possibility  » 
that  an  infectious  agent  might  be  the  cause  has  been  explored.     At  a 
recent  CFS  workshop  sponsored  by  the  NIAID  and  the  NIMH  there  was 
increasing  discussion  of  the  possibility  that  there  may  be  multiple 
causes.     Thus,  any  one  of  several  types  of  injury  to  the  body- -such 
as  infection,  emotional  stress,  or  toxic  environmental  exposure- - 
might  serve  as  a  "trigger"  for  the  syndrome  in  susceptible 
individuals.     If  this  hypothesis  is  true,   the  triggering  agent  might 
be  different  at  different  times  and  in  different  places,  confounding 
attempts  to  identify  a  single  cause. 

Manifestation  of  the  syndrome  is  thought  to  be  multifactorial  as 
well.     Depending  upon  the  nature  of  the  trigger  and  the  genetic 
background  of  the  individual,  manifestation  of  the  syndrome  might 
vary.     This  would  explain  why  specific  immunological  or  hormonal 
irregularities  found  in  some  patients  might  not  be  found  in  others. 
Viewed  as  a  whole,   the  laboratory  and  clinical  findings  to  date 
suggest  that  the  syndrome  may  become  manifest  because  of  differences 
in  neuroendocrine  and  immunological  responsiveness  in  CFS  patients. 
Viral  reactivation  may  play  a  role  in  the  establishment  and/or 
maintenance  of  the  symptom  complex. 

In  view  of  the  above,  HTLV-1  cannot  be  ruled  out  as  a  possible 
trigger  in  some  cases,  but  the  epidemiology  of  HTLV-1  is  not 
compatible  with  its  being  a  "probable  culprit"  in  most  cases. 
Moreover,   several  investigators  have  examined  specimens  from  CFS 
patients  and  found  no  evidence  to  suggest  the  involvement  of  HTLV-1. 
Attempts  are  underway  at  the  Centers  for  Disease  Control  and 
elsewhere  to  confirm  a  recent  report  that  genetic  sequences  similar 
to  those  of  HTLV-1  were  found  in  higher  frequency  in  white  blood 
cells  of  CFS  patients  than  in  controls.     The  meaning  of  such  a 
finding,   if  confirmed,  and  whether  or  not  such  sequences  are 
associated  with  a  virus  are  not  known  at  this  time. 

AIDS 

Question.     Researchers  in  Kenya  claim  to  have  had  remarkable 
success  in  treating  AIDS  patients  with  very  small  doses  of  interferon 
taken  orally.     Kemron  seems  to  have  removed  all  signs  of  infection  in 
about  10  percent  of  treated  patients,  and  depressed  the  symptoms  of 
AIDS  in  the  remaining  patients.     Is  your  Institute  investigating  the 
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reports  from  Kenya  concerning  the  drug  Kemron,  an  oral  alpha 
interferon  treatment  for  AIDS? 

Answer.     Institute  clinicians,  in  collaboration  with  the  World 
Health  Organization,  have  reviewed  the  preliminary  data  on  the 
effectiveness  of  oral  alpha- interferon.     This  agent  has  also  been 
reviewed  by  the  AIDS  Drug  Development  Committee  of  the  ACTG. 

The  data  from  the  Kenya  trial  are  difficult  to  interpret  due  to 
a  lack  of  appropriate  controls.     Furthermore,  preliminary  data  from 
other  clinical  trials  do  not  confirm  some  of  the  most  remarkable 
results  of  the  Kenya  trial,  such  as  the  total  clearance  of  the  HIV 
infection  from  the  body.     The  Institute  plans  to  closely  review  data 
from  ongoing  and  planned  controlled  trials  as  soon  as  they  are 
available.     Possible  additional  work  with  the  agent  by  the  Institute 
will  be  determined  when  the  final  data  has  been  reviewed. 

Question.     Many  in  the  research  community  believe  that  NIH  was 
unfairly  criticized  over  a  5-month  delay  in  publicizing  a  new 
treatment  for  AIDS  patients  with  Pneumocystis  carlnii  pneumonia.  In 
light  of  the  adverse  press  associated  with  the  release  in  November 
1990  of  recommendations  for  treating  AIDS -related  pneumonia  with 
steroids,  has  your  agency  formulated  any  new  policies  on  when 
research  results  should  be  made  public? 

Answer.     The  NIH  recently  held  a  one -day  meeting,  sponsored  by 
the  Office  of  Medical  Applications  of  Research  and  the  National 
Library  of  Medicine,  to  discuss  concerns  related  to  the  rapid 
dissemination  of  clinical  trials  results.     During  the  meeting, 
diverse  examples  of  clinical  trials  were  explored  by  a  large  panel  of 
experts  representing  the  scientific  community,  medical  journal 
editors  and  the  media.     Participants  discussed  factors  that 
influenced  rapid  dissemination  as  well  as  overall  policy 
considerations  in  determining  criteria  for  rapid  release  of 
information. 

As  a  follow  up  to  the  meeting,  representatives  from  the 
Institutes,  Centers  and  Divisions  (ICD)  of  the  NIH  met  to  discuss  the 
need  for  an  overall  policy  on  rapid  dissemination  of  clinical  trials 
results.     Drafts  were  presented  to  participants  and  general  policy 
guidelines  were  recommended,  with  input  to  be  solicited  from  ICD 
representatives  for  the  final  version. 

When  discussing  the  NIAID's  response  to  dissemination  of  results 
from  both  AZT  trials  and  sponsorship  of  the  corticosteriods  consensus 
conference,  panelists  in  the  January  dissemination  meeting  felt  that 
the  Institute  had  acted  appropriately  in  utilizing  rapid  peer  review, 
fostering  consensus  and  disseminating  information.  Nevertheless, 
recognizing  that  efforts  can  always  be  improved  upon,  the  NIAID  has 
also  been  working  on  developing  an  Institute -wide  policy  for.  rapid 
dissemination  of  clinical  trials  results.     Given  the  wide  range  of 
biomedical  responsibilities  of  the  NIAID,  the  Institute  has  been 
working  closely  with  the  Division  Directors,  constituents  and  staff 
to  evaluate  key  criteria  for  such  guidelines.     In  order  to  carefully 
evaluate  these  criteria,  a  special  committee  comprised  of 
investigators,  practicing  physicians  and  constituents  will  be 
convened  within  the  next  three 

months  to  draft  recommended  guidelines  for  the  Institute.  These 
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guidelines  will  be  presented  to  the  NIAID  Council  in  September  for 
review  and  approval . 

ASTHMA 

Question.     Dr.  Fauci,  what  progress  have  you  been  able  to  make 
through  your  Asthma  and  Allergic  Disease  Centers  and  Centers  for 
Interdisciplinary  Research  on  Immunologic  Disease  effort  for  Asthma 
and  Allergic  Diseases? 

Answer.     During  the  present  year  we  have  begun  the  process  of 
converting  these  Centers  to  Cooperative  Agreements  in  order  to 
enhance  our  ability  to  centrally  direct  and  coordinate  selected 
activities.     This  year  we  will  be  concentrating  on  implementation  of 
asthma  education  and  treatment  outreach  and  demonstration  activities 
in  those  centers  where  this  does  not  currently  exist.  Our  hope  is 
that  these  16  cooperative  research  centers  will  provide  the  framework 
for  a  nationally  oriented  treatment  program  for  asthma. 

Question.     Dr.  Fauci,  last  year  you  told  us  about  your 
Institute's  effort  to  develop  asthma  treatment  programs  for  our 
inner-city  children  with  asthma.     What  have  you  accomplished? 

Answer.     I  am  pleased  to  report  that  in  February  1991  we 
announced  the  awarding  of  eight  grants  to  fund  the  National 
Cooperative  Inner-City  Asthma  Study.     The  awards  were  made  to  eight 
universities  in  Detroit,  Cleveland,  Chicago,  St.  Louis,  Washington, 
D.C,  Baltimore  and  two  in  New  York  City  and  is  to  be  conducted  over  a 
four-year  period.     The  goal  of  the  study  is  to  reduce  recurrent 
asthmatic  episodes  and  asthma- related  deaths  among  Black  and  Hispanic 
children  living  in  the  inner  city.     In  the  initial  months  of  this 
study,   investigators  will  be  collecting  information  relevant  to 
developing  a  common  treatment  protocol  which  will  be  implemented 
during  the  subsequent  months.  We  hope  this  will  provide  a  meaningful 
and  uniform  approach  to  the  treatment  of  our  adolescent  children  with 
asthma. 

Question.     Dr.  Fauci,  what  progress  have  you  made  in  the 
treatment  of  asthma? 

Answer.     During  the  past  two  years  we  have  been  collaborating 
closely  with  the  NHLBI  to  develop  guidelines  for  the  treatment  of 
asthma  under  their  National  Asthma  Education  Program.  As  this 
information  is  disseminated  to  the  health  care  community  at  large,  it 
should  provide  an  important  link  in  insuring  that  modern  treatment  of 
asthma  reaches  each  and  every  person  in  the  United  States. 

Question.     Dr.  Fauci,  for  several  years  we  have  been  concerned 
about  environmental  pollution  and  its  role  in  causing/contributing  to 
asthma  and  allergic  disease.     Do  you  have  any  progress  to  report? 

Answer.     The  NIAID  supported  investigators  have  recently 
reported  on  the  importance  of  the  house  dust  mite  as  a  precipitin 
cause  of  asthma  attacks  responsible  for  many  emergency  room  visits. 
Control  of  environment  in  the  homes  of  afflicted  individuals, 
particularly  in  the  bedroom,  has  led  to  a  significant  reduction  in 
attacks .     Because  of  the  importance  of  indoor  air  pollution  and 
indoor  allergens  as  precipitating  factors  in  allergic  diseases  and  i 
asthma,  we  are  supporting  an  Institute  of  Medicine  Task  Force  whose 
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aim  is  to  identify  all  potential  factors  and  to  develop  the  means  to 
control  them. 

Question.     Asthma  deaths  are  rising  steadily  in  the  U.S.  with 
the  highest  rates  found  in  Black  male  children.     The  problem  is 
particularly  acute  in  New  York  City  and  Chicago.     Given  the  alarming 
increases  recently  in  deaths  due  to  asthma  among  young  children,  is 
your  Institute  supporting  research  studies  to  identify  the  cause  of 
the  increase  in  mortality  as  well  as  what  can  be  done  to  reverse  the 
trend? 

Answer.     We  have  been  very  concerned  about  the  increase  in 
asthma  morbidity  and  mortality  rates  among  Black  and  Hispanic 
children,  especially  after  a  period  of  several  years  of  steady 
decline  in  the  rates  overall.     In  response  to  that  concern,  in 
February,  1991  we  launched  the  National  Cooperative  Inner-City  Asthma 
Study.     Of  the  eight  awards  made,  two  will  be  conducted  in  New  York 
City  and  one  will  be  conducted  in  Chicago. 

The  study  is  to  be  conducted  over  a  four  year  period  and  is 
specifically  focused  to  identify  factors  contributing  to  the 
increased  incidence  of  asthma  and  will  enable  us  to  develop 
modalities  to  reduce  recurrent  asthmatic  episodes  and  asthma -related 
deaths  among  inner  city  Black  and  Hispanic  children. 

TROPICAL  MEDICINE 

Question.     I  understand  that  recent  scientific  developments  in 
the  area  of  molecular  biology  have  opened  up  many  new  areas  of 
inquiry  within  the  field  of  tropical  medicine.     These  advances  have 
created  many  exciting  new  research  opportunities  but  the  NIAID  cannot 
fund  many  excellent  and  outstanding  grant  proposals  due  to  limited 
resources.     Could  you  comment  on  the  opportunities  we  are  missing  by 
being  unable  to  fund  all  of  these  excellent  proposals? 

Answer.     The  field  of  tropical  medicine  focuses  on  the  health  of 
populations  that  live  principally  in  underdeveloped  countries  who  are 
exposed  to  a  variety  of  diseases  caused  by  parasites.     Since  the  size 
of  the  populations  affected  by  these  infections  is  enormous,  these 
diseases  are  significant  impediments  to  social  and  economic  progress. 
Despite  the  application  of  biotechnology  to  the  study  of  these 
diseases,  much  remains  to  be  done  to  enhance  methods  for  prevention 
and  control.     Additional  support  would  fund  the  following  proposals: 

Diagnosis.     It  is  essential  that  new  diagnostic  methods  be 
developed.     For  many  of  these  diseases,  the  available  methods  are 
crude,  inefficient,  time  consuming  and  costly.  Biotechnology, 
including  molecular  biology,  could  make  possible  the  rapid,  sensitive 
and  specific  identification  of  parasites.    This  will  facilitate  the 
determination  of  populations  at  risk  as  well  as  the  identification  of 
the  clinical  course  of  infection. 

Drug  development.     Chemotherapeutic  approaches  for  prevention 
and  treatment  of  parasitic  infections  have  lagged  far  behind  other 
infectious  diseases.     With  a  few  exceptions,  there  have  been  no  new 
compounds  introduced  for  these  diseases  in  decades.     Existing  drugs 
are  often  toxic  and/or  less  than  completely  effective.  Recent 
advances  in  parasitology  have  demonstrated  that  parasites  have 
distinct  biochemical  pathways  from  those  of  their  hosts.  Additional 
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molecular  biological  studies  could  enable  investigators  to  determine 
sites,  unique  and  essential  to  the  parasite,  which  are  potentially 
subject  to  inhibition.     Such  studies  will  lead  to  the  rational  design 
of  new  drugs  which  will  selectively  kill  the  parasite  without  harming 
the  host. 

Vaccine  development.     In  terms  of  cost-benefit  ratios  the  most 
successful  method  to  prevent  disease  by  Infectious  agents  has  been 
achieved  by  means  of  vaccination,  as  witnessed  by  smallpox 
eradication  and  polio  control.  Similar  control  of  parasitic  agents 
does  not  exist.     Simply  put  there  are  no  vaccines  for  any  human 
parasitic  Infection.     Much  work  needs  to  be  done  to  increase  our 
understanding  of  man's  immune  response  to  parasites.  Further 
molecular  biological  research,  combined  with  Immunological  knowledge, 
could  lead  to  the  identification  of  parasite  constituents  useful  as 
vaccines.  The  ability  of  biotechnology  to  produce  these  candidate 
vaccines  holds  great  promise  for  future  control  efforts. 

Vector  biology.     Many  of  the  tropical  diseases  are  transmitted 
by  vectors  such  as  mosquitoes  and  snails.     The  Initiation  of 
molecular  biological  studies  would  lead  to  the  identification  of 
vectors  responsible  for  disease  transmission.     Further,  novel 
approaches  to  alter  the  genes  of  these  vectors  may  lead  to  new 
methods  of  preventing  infection  In  man. 

Question.     If  you  had  additional  resources  to  support  activities 
in  tropical  medicine,  could  you  describe  what  you  believe  to  be  the 
greatest  unmet  need  with  respect  to  training  specialists  --  either  in 
the  U.S.  or  In  overseas  locations? 

Answer.     The  training  of  tropical  medicine  specialists  would  be 
greatly  enhanced  by  providing  additional  institutional  support  to 
academic  groups  of  tropical  disease  investigators  and  practitioners 
associated  with  schools  of  medicine  and/or  public  health.     The  groups 
would  provide  training  for  specialists  interested  In  clinical  and 
public  health  as  well  as  biomedical  research  aspects  of  tropical 
medicine.     According  to  a  recent  Institute  of  Medicine  report,  "The 
U.S.  Capacity  to  Address  Tropical  Infectious  Disease  Problems",  such 
groups"  are  needed  to  sustain  a  core  of  U.S.  expertise  and  leadership 
to  deal  with  tropical  disease  problems."     Such  sustained  support 
would  provide  the  basis  for  the  development  of  multldisciplinary 
approaches  needed  to  control  these  diseases.     The  support  would 
provide  visibility  and  stability  to  the  field  and  would  thus  be 
useful  In  recruiting  new  professionals. 

Question.     How  is  the  NIAID  responding  to  last  year's  report 
language  requiring  some  of  the  new  monies  In  the  FY  1991 
appropriation  to  be  allocated  to  tropical  medicine? 

Answer.     The  NIAID  has  focused  Its  efforts  on  enhancing  the 
support  for  tropical  disease  research  by  funding  unsolicited, 
investigator  initiated  research  grants  In  the  areas  of  drug  and 
vaccine  development,  diagnosis  and  vector  control,  on  the  assumption 
that  this  will  allow  scientists  the  opportunity  to  follow  up  on  leads 
as  they  arise.     The  NIAID  will  expand  the  number  of  Tropical  Disease 
Research  Units,  our  domestic  centers  for  research  on  tropical 
diseases,   from  three  to  four  in  1991.     In  addition,   the  Institute  is 
expanding  research  opportunities  for  individuals  working  In  endemic 
areas  through  the  support  of  Tropical  Medicine  Research  Centers 
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(TMRC)  and  International  Collaboration  in  Infectious  Disease  (ICIDR) 
programs.     During  FY  1991  the  NIAID  established  three  TMRCs  in 
endemic  areas.     These  centers  provide  both  U.S.  and  foreign 
scientists  an  opportunity  to  investigate  and  collaborate  on  these 
problems  which  are  of  major  public  health  importance. 

AIDS  VACCINES 

Question.     Dr.  Fauci,   I  was  contacted  recently  about  the  AIDS 
vaccine  which  has  been  developed  by  MicroGeneSys .     I  understand  that 
the  drug  is  ready  to  move  into  Phase  II  clinical  trials  to  determine 
whether  or  not  the  drug  is  effective.     Dr.  Fauci,  what  is  the  status 
of  clinical  trials  for  the  AIDS  vaccine  developed  by  MicroGeneSys? 

Answer.     The  NIAID  has  conducted  two  trials,  one  at  the  NIK 
itself  and  at  one  of  its  vaccine  evaluation  units,  to  test  this 
vaccine  for  safety  and  ability  to  induce  an  immune  response. 
Enrollment  in  the  second  trial  was  completed  this  month,  and  it  will 
be  months  before  the  data  are  complete.     The  MicroGeneSys  vaccine  has 
also  been  used  as  a  booster  in  some  individuals  that  had  first  been 
immunized  with  a  different  product,  HIVAC-le,  which  is  based  on 
vaccinia,  and  this  seems  to  be  a  very  promising  combination.  The 
criteria  for  moving  into  trials  of  protection  against  HIV  Infection 
in  man  are  still  under  discussion.     However,  some  leading  scientists 
believe  that  vaccine  candidates  should  be  shown  to  protect  monkeys 
against  simian  immunodeficiency  virus  (SIV)  or  chimpanzees  against 
human  immunodeficiency  virus  (HIV) ,  and  the  MicroGeneSys  vaccine  has 
not  yet  been  proven  to  do  this.    We  are  now  arranging  for  a  trial  In 
monkeys  for  the  SIV  equivalent  of  this  vaccine.     Our  current  trials 
will  tell  us  more  about  how  much  of  this  vaccine  should  be  given,  and 
how  often  it  must  be  given,  to  induce  the  long- lasting  and  vigorous 
response  that  any  vaccine  must  produce  before  it  can  be  tested  for  . 
efficacy. 

Question.     Please  tell  the  Committee  the  overall  status  of  work 
to  develop  AIDS  vaccines.    How  many  are  now  being  tested?    When  do 
you  expect  to  have  a  safe  and  effective  vaccine? 

Answer.     There  are  three  areas  that  we  are  working  especially 
diligently  on  to  further  our  chances  of  developing  an  effective  AIDS 
vaccine.     The  first  is  the  issue  of  the  genetic  variation  of  the 
virus.     Studies  that  explore  the  immunologic  consequences  of  HIV 
genetic  variation  in  terms  of  vaccine  development  are  important 
because  the  production  of  a  vaccine  for  AIDS  is  made  much  more 
difficult  by  the  frequency  with  which  HIV  mutates.     These  mutations 
can  result  in  subtle  but  significant  changes  in  viral  structure, 
which  could  render  a  vaccine  ineffective.     Investigation  Into  the 
rate  and  extent  of  viral  genetic  mutation  will  provide  scientists 
with  critical  knowledge  needed  for  developing  an  effective  AIDS 
vaccine. 

The  second  is  the  area  of  adjuvant  development.     Several  subunit 
vaccines  which  utilize  proteins  or  peptides  of  the  virus  are  likely 
to  be  candidates  for  clinical  trials.    Thus,  an  effective  adjuvant, 
or  a  compound  that  enhances  the  immune  response  to  a  vaccine,  may  be 
critical  to  boosting  the  host  response  to  the  vaccine.  Moreover, 
effective  adjuvants  may  be  necessary  to  induce  long-term 
immunological  memory,  thereby  decreasing  the  number  of  booster 
immunizations  required  to  elicit  protective  immunity. 
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The  third  area  includes  basic  immunological  issues,  such  as 
identifying  the  components  of  the  immune  response  needed  for  an 
effective  vaccine.     This  issue  is  vital  because  HIV/SIV  vaccines  may 
require  both  antibody  and  cellular  components  of  the  immune  system  to 
be  effective.     Research  into  mechanism  of  protective  immunity  should 
provide  insights  into  optimal  strategies  for  vaccine  design. 

Currently,  seven  vaccines  are  in  clinical  trial  in  uninfected 
volunteers,  and  six  vaccines  are  being  evaluated  in  HIV-positive 
asymptomatic  volunteers. 

These  preliminary  studies  are  addressing  safety  and  ability  of 
the  vaccine  to  induce  immune  responses.     The  goal  of  these  first 
studies  is  to  obtain  comprehensive  immunologic  analyses  on  each 
candidate ,  and  to  compare  these  data  to  comparable  animal  model 
studies.     In  addition,  there  are  currently  several  other  candidate 
vaccines  in  preclinical  development,  and  it  is  anticipated  that  a 
number  of  these  will  enter  clinical  studies  in  1991. 


QUESTIONS  SUBMITTTED  BY  SENATOR  ROBERT  C.  BYRD 

'■'  AIDS  VACCINES 

Question.     Dr.  Fauci,  there  have  been  a  number  of  newspaper 
reports  that  several  AIDS  vaccines  have  been  found  to  be  safe  for  use 
in  humans.     What  vaccines  hold  out  the  most  promise  at  this  time? 

Answer.     It  is  true  that  several  candidate  vaccines  have  been 
shown  to  be  safe  in  uninfected  individuals,  but  it  is  impossible  for 
us  to  judge  which  of  the  several  vaccine  candidates  is  most  promising 
at  this  time.     We  are  pressing  ahead  to  determine  what  kinds  of 
immune  reactions  each  vaccine  elicits,  so  that  we  can  make  such 
determinations. 

Question.     What  plans  are  underway  to  expand  human  clinical 
trials  of  AIDS  vaccines  which  have  been  found  safe  in  humans  to 
determine  the  effectiveness  of  those  vaccines  in  both  preventing  and 
treating  AIDS? 

Answer.     The  NIAID  is  developing  protocols  to  test  several 
candidate  AIDS  vaccines  in  infected  individuals.     One  such  trial  is 
currently  underway  and  is  sponsored  by  the  AIDS  Clinical  Trial  Group. 
This  is  a  small  trial  to  investigate  the  end  points  necessary  to 
determine  efficacy  in  this  study  population.     Expansion  of  human 
clinical  trials  will  take  place  as  more  and  more  safe  AIDS  vaccine 
candidates  become  available  and  as  more  is  learned  about  the  end 
points  necessary  to  judge  effectiveness.     The  NIAID  is  in  the  process 
of  putting  in  place  the  infrastructure  necessary  to  carry  out  such 
trials . 

Question.  Given  the  mortality  rates  of  those  infected  with  HIV, 
what  plans  does  the  NIH  have  to  begin  efficacy  tests  on  AIDS  vaccines 
which  have  proven  to  be  safe  for  use  in  humans? 

Answer.     No  vaccine  candidate  will  be  tested  in  large  scale 
efficacy  tests  until  it  is  proven  safe  and  capable  of  eliciting  a 
vigorous  immune  response.     We  are  searching  diligently  for  clues  as 
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j  to  what  kind  of  immune  response  protects  individuals  against  HIV 
i  infection- -if  we  find  that,  we  will  be  able  to  speed  up  vaccine 
j  development  enormously,  because  we  will  know  how  to  tailor  and  how  to 
select  the  vaccines.     Until  then,  we  have  to  rely  on  tests  in  monkeys 
I  and  chimpanzees  to  help  us  decide  which  candidate  vaccines  .^re  likely 
1  to  protect  humans  against  HIV  infection. 

Question.     How  much  funding  is  included  in  the  FY  1992  budget 
I  request  for  Phase  II  testing  of  vaccines  and  what  funding  levels 
would  be  required  to  implement  Phase  II  testing  on  promising 
vaccines? 

Answer.     At  present,  the  budget  is  not  broken  down  into 
arbitrary  divisions  of  Phase  I  and  Phase  II.     However,   it  is 
estimated  that  the  dollar  figure  will  be  in  the  millions  for  Phase  II 
testing. 


QUESTIONS  SUBMITTTED  BY  SENATOR  DANIEL  K.  INOUYE 

Ij  AIDS  VACCINES 

Question.     Dr.  Fauci,  I  read  in  several  newspapers  in  January  of 
this  year  that  an  AIDS  vaccine  produced  by  a  company  named 
j  1  MicroGeneSys  has  been  found  to  be  safe  for  use  in  humans .  The 
articles  also  indicated  that  the  vaccine  also  produced  some 
immunological  response.     Can  you  tell  me  what  plans  are  underway  to  ., 
i  expand  human  clinical  trials  of  any  AIDS  vaccines  which  have  been 
found  safe  to  Phase  II  testing  to  determine  the  vaccine's 
effectiveness  in  both  preventing  and  treating  AIDS? 

Answer.     The  NIAID  is  developing  protocols  to  test  several  AIDS 
!(|  vaccine  candidates  in  infected  individuals,  and  one  such  trial  is 
il  currently  underway,   sponsored  by  the  AIDS  Clinical  Trial  Group. 
I    These  are  small  trials.     Designing  large  trials  for  efficacy  in 
preventing  AIDS  is  difficult;  a  very  large  number  of  individuals  at 
high  risk  for  acquiring  the  disease  must  be  enrolled,  they  must  be 
vigorously  advised  to  change  their  behavior  so  that  their  risk  will 
I    decrease,  and  they  must  be  followed  for  a  long  time  to  determine 

whether  they  become  infected.  We  are  now  considering  the  best  way  to 
Implement  such  trials. 

Question.  It  seems  that  the  risk  of  delaying  further 
investigation  of  a  vaccine  which  might  be  the  answer  --or  might  lead 
I  us  -  -  to  the  answer  to  AIDS  is  more  significant  than  any  risk  of 
■  conducting  those  tests  using  a  vaccine  which  has  already  proven  to  be 
safe  in  humans.  Given  the  mortality  and  infection  rates  of  AIDS,  why 
shouldn't  we  begin  efficacy  tests  on  an  AIDS  vaccine  which  has  proven 
to  be  safe  for  use  in  humans? 

Ij  Answer.     It  is  not  a  good  use  of  our  limited  resources  to  test 

L''  vaccines  without  enough  data  to  evaluate  which  ones  are  most 

I promising,  which  dose  should  be  used,  how  and  when  the  immunizations 
should  be  given,  and  so  on.     We  simply  do  not  have  all  of  this 
information  yet,  although  we  are  trying  very  hard  to  get  it.     One  of 
the  biggest  limitations  we  have  seen  so  far,   in  the  current  vaccines, 
[     is  that  the  immune  responses  do  not  last  very  long,  so  even  if  the 
1    vaccine  is  capable  of  producing  immunity  it  might  last  only  a  month 
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or  two,  and  we  do  not  know  when  people  in  the  trial  will  be  exposed 
to  the  virus . 

Question.     How  much  money  would  be  required  to  conduct  efficacy 
studies  on  AIDS  vaccines  which  have  completed  Phase  I  safety  tests, 
including  the  cost  of  purchasing  the  product  used  in  the  study? 

Answer.     The  cost  of  efficacy  studies  on  a  product  which  has 
completed  Phase  I  testing  would  be  in  the  millions.     The  cost  for 
vaccine  used  in  these  studies  would  have  to  be  determined  on  a  case 
by  case  basis  as  some  vaccines  are  more  costly  to  manufacture  than 
others . 

Question,     I  understand  that  some  scientists  believe  that 
efficacy  testing  on  an  AIDS  vaccine  should  be  delayed  until  the 
vaccine  achieves  positive  results  in  animals,     I  also  understand 
almost  all  of  the  vaccines  currently  in  use  were  not  developed  using 
animal  models  and  that  some  vaccines  which  looked  extremely  promising 
in  animals  did  not  achieve  significant  results  in  humans.     Do  you 
believe  that  animal  tests  should  come  before  human  efficacy  tests 
even  when  a  vaccine  has  proved  to  be  safe  to  administer  to  humans? 
If  so,  how  do  you  reconcile  the  history  of  the  role  of  animal  models 
in  vaccine  development  with  your  conclusion? 

Answer.     Actually,  there  are  several  examples  in  which  animal 
experiments  have  been  important  in  vaccine  development,   including  the 
recently  developed  hepatitis  B  vaccine.     The  data  we  obtain  from 
animal  models  has  definite  limitations,  but  it  is  regarded  by  many 
.scientists  as  a  strong  argument  in  favor  of  human  efficacy  testing  if 
protection  has  been  shown  in  monkeys  against  SIV.     Other  information, 
such  as  the  ability  to  produce  a  longlasting  and  strong  immune 
response,  such  as  antibodies  that  inactivate  or  neutralize  the  virus 
or  white  blood  cells  that  destroy  cells  infected  by  the  virus,  would 
also  be  good  evidence  that  a  human  test  should  be  done,  but  so  far  we 
do  not  have  all  of  this  information  about  any  of  the  vaccines.  Phase 
I  clinical  trials  show  safety  but  do  not  determine  efficacy. 
Promising  new  candidate  AIDS  vaccines  are  being  developed  and  tested 
in  Phase  I  for  safety.  Due  to  limited  resources,   it  is  important  to 
have  as  much  data  as  possible,  both  animal  data  and  human  safety 
data,   in  order  to  help  evaluate  whether  a  vaccine  is  a  good  candidate 
for  efficacy  testing. 


:      QUESTIONS  SUBMITTTED  BY  SENATOR  DALE  BUMPERS 

AIDS 

Question,     How  much  money  did  the  NIAID  request  of  the  Assistant 
Secretary  for  Health  for  HIV  programs,  as  compared  to  the  final  level 
forwarded  in  the  President's  budget?     If  it  was  more,  what  program 
areas  were  cut  to  meet  the  President's  level? 

Answer.     The  NIAID  requested  $581,471,000  of  the  Assistant 
Secretary  for  Health  (ASH)  for  HIV  programs  in  FY  1992.     The  amount 
included  in  the  NIAID 's  FY  1992  President's  Budget  for  HIV  activities 
totaled  $459,339,000.     The  programmatic  areas  that  were  reduced  from 
the  ASH  request  to  meet  the  President's  Budget  level  were  as  follows. 
Basic  science  research  was  reduced  about  $44  million,  drug 


887 


development  and  clinical  trial  activities  were  reduced  $29  million, 
vaccine  development  and  clinical  trial  activities  were  reduced  $28 
million,     and  studies  of  the  natural  history,  transmission  and  risk 
factors  were  reduced  $21  million. 

Question.     There  has  been  some  interesting  news  reported 
regarding  progress  in  the  development  of  AIDS  vaccines.     To  date, 
only  Phase  I  trials  have  been  undertaken.     Has  the  NIAID  made  any 
estimates  of  what  the  cost  would  be  of  initiating  Phase  II  or  III 
trials  of  a  candidate  vaccine  and  have  any  plans  been  made  for 
identifying  these  resources  in  a  short  period  of  time? 

Answer.     Presently,  the  budget  is  separately  developed  for  Phase 
I,  Phase  II,  and  Phase  III  Trials.     However,  we  estimate  that  the 
dollar  figure  will  be  in  the  millions  for  Phase  II  and  Phase  III 
testing.     The  cost  for  vaccines  used  in  these  studies  would  have  to 
be  determined  on  a  case  by  case  basis  as  some  vaccines  are  more 
costly  to  manufacture  than  others.     No  vaccine  candidate  will  be 
tested  in  large  scale  efficacy  tests  until  it  is  proven  safe  and 
capable  of  eliciting  a  vigorous  immune  response.     We  are  searching 
diligently  for  clues  as  to  what  kind  of  immune  response  protects 
individuals  against  HIV  infection- -  if  we  find  that,  we  will  be  able 
to  speed  up  vaccine  development  enormously,  because  we  will  know  how 
to  tailor  and  how  to  select  the  vaccines. 

Question.     A  recent  report  on  a  VA  study  of  the  value  of  early 
intervention  with  AZT  suggests  a  possible  differential  impact  for 
minorities  with  HIV  infection.     Can  you  comment  on  this  study  and 
explain  what  progress  the  NIAID  has  made  in  increasing  the 
demographic  diversity  of  participation  in  the  ACTG  trials?    How  do 
these  statistics  compare  to  enrollment  in  the  Community  Program  for 
Clinical  Research  on  AIDS? 

Answer.     The  Veterans  Administration  (VA)  Cooperative  Trial  #298 
looked  at  early  versus  late  initiation  of  zidovudine  in  symptomatic 
HIV  infected  but  non-AIDS  patients.     It,  as  well  as  the  larger  ACTG 
studies  016  and  019,  showed  a  significant  benefit  of  zidovudine  in 
delaying  progression  to  AIDS  with  early  use  compared  to  placebo.  In 
a  analysis  done  retrospectively,  the  VA  investigators  did  not  find  an 
apparent  benefit  of  early  versus  late  therapy  for  Blacks  and 
Hispanics  as  compared  to  Whites. 

However,  both  larger  NIAID  AIDS  Clinical  Trial  Group  (ACTG) 
studies,  each  of  which  enrolled  more  minority  patients  than  the  VA 
study,  showed  significant  benefit  of  early  zidovudine  as  compared  to 
placebo  in  delaying  progression  to  AIDS  for  Blacks  and  Hispanics.  It 
is  probable  that  the  apparent  divergent  results  stem  from  differences 
between  the  two  ACTG  studies  and  the  VA  study  in  terms  of  degree  of 
illness  of  patients,  compliance  rates,  dropout  rates  from  study,  and 
other  confounding  factors . 

Regarding  demographics,  in  the  past  three  years,  the  ACTG  has 
made  significant  strides  toward  increasing  the  diversity  of 
participants  to  reflect  better  the  demographics  of  HIV- infection  in 
the  general  population.     Currently,  Women  represent  9.6  percent  of 
the  AIDS  cases  in  this  country  and  represent  6.2  percent  of  the 
patient  caseload  of  the  ACTG.     With  respect  to  Blacks  and  Hispanics, 
as  a  percent  of  AIDS  cases,  they  represent  28.3  percent  and  16 
percent  respectively.     Within  our  ACTG,  this  same  group  represents 
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16.9  percent  and  15.1  percent  respectively.     This  is  a  substantial 
increase  from  1987,  when  they  made  up  only  7  percent  and  11  percent 
of  the  patients  in  trials.     We  recognize  that  these  figures  are  not 
optimum,  but  we  are  making  every  effort  to  close  the  gap  and  create 
parity  between  the  percent  of  cases  to  percent  of  participation  in 
the  ACTG.  • 

Within  our  Community  Program  for  Clinical  Research  on  AIDS  the 
demographics  are  more  reflective  of  the  populations  cited,  with  Women 
representing  18  percent  of  the  cases,  Blacks  38  percent  and  Hispanics 
16  percent. 

Question.     There  has  been  growing  interest  in  research  into 
treatments  for  opportunistic  infections  in  addition  to  clinical 
trials  of  anti-viral  treatments.     Of  the  estimated  7,500  persons 
currently  in  clinical  trials  funded  by  the  NIAID,  how  many  are 
participating  in  anti -viral  trials  and  how  many  are  participating  in 
opportunistic  infections  treatment  trials? 

Answer.     Cumulatively,  8,685  patients  have  been  enrolled  in 
antiviral  studies  and  2,914  in  opportunistic  infections  treatment 
trials  in  the  AIDS  Clinical  Trials  Group.     As  a  result  of  a 
heightened  emphasis  in  opportunistic  infection  (01)  research  by 
NIAID,  1,008  patients  have  been  enrolled  into  01  trials  during  the 
past  year. 

■■-^      Question.     If  additional  funds  were  provided  for  AIDS  research 
beyond  the  President's  budget  request,  what  areas  would  you  identify 
as  the  top  priority  for  expansion? 

Answer.     The  area  where  funds  are  most  needed  would  be  vaccine 
research  and  development.     These  funds  would  be  used  to  build  the 
infrastructure  necessary  for  phase  II  and  III  efficacy  trials. 


_  '       QUESTIONS  SUBMITTTED  BY  SENATOR  HARRY  REID 

CHRONIC  FATIGUE  SYNDROME 

Question.     How  many  full-time  staff  are  working  on  chronic 
fatigue  syndrome  research  activities  at  the  NIAID?    Will  any  staff  be 
added  for  these  activities  soon? 

Answer.     We  do  not  have  any  staff  assigned  full-time  to  the 
study  of  chronic  fatigue  syndrome  (CFS) ,  however,  within  our 
Intramural  program,  two  physicians  and  two  nurses  devote  substantial 
portions  of  their  time  to  clinical  studies  of  CFS.     They  are  assisted 
by  research  fellows  as  they  rotate  through  the  infectious  diseases 
program.     Two  doctorate -level  researchers  also  are  involved  in 
laboratory  studies  in  addition  to  two  scientists  who  are  conducting 
contracted  laboratory  research  activities  for  the  Institute.  Three 
doctorate -level  scientists  are  involved  in  the  administration  and 
stimulation  of  extramural  research.     We  have  no  plans  to  hire 
additional  personnel  in  the  immediate  future. 

Question.     What  types  of  research  is  the  NIAID  pursuing  on 
chronic  fatigue  syndrome? 
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Answer.     The  NIAID's  broadly-based  intramural  research  Includes 
i studies  of  Human  Herpesvirus -6  and  -7,  enteroviruses  and 
retroviruses,   immunologic  competence,   sleep  disorder, 
neuropsychiatric  and  neuroendocrine  function,  patient-care  regimens, 
land  therapies. 

I  The  extramural  CFS  program  includes  studies  of  prevalence,  risk 

factors,  natural  history,  role  of  viral  reactivation,  immunologic 
markers  and  psychoneurologic  correlates.     Relevant  viral  and 

'  inununological  studies  being  conducted  at  present  include: 

|o       A  recently  funded  study  of  enterovirus- induced  polymyositis  in 
f  mice  provides  an  animal  model  that  could  yield  insights  about 

the  pathogenesis  of  CFS. 

|ai      Ongoing  studies  of  the  effects  of  acute  viral  infection 
I  involving  white  blood  cells  on  immunological  function, 

activation  and  suppression  are  providing  invaluable  data  with 

I  which  to  compare  immunological  parameters  in  CFS. 

I 

io        Studies  of  the  molecular  basis  of  reactivation  of  latent  viruses 
continue  to  build  the  foundation  for  our  understanding  and 
ultimate  control  of  this  important  process  which  may  contribute 
to  the  morbidity  in  CFS. 

o        The  NIAID  supports  major  research  efforts  on  mechanisms  of 

immunologic  diseases  and  on  the  biology  of  the  immune  system. 
These  studies  should  lead  to  a  better  understanding  of  the 
immune  mechanisms  and/or  dysfunctions  which  may  underlie  the 
complex  CFS  syndrome. 

II  Question.  Which  Institutes  of  the  NIH  are  involved  in  chronic 
fatigue  syndrome  research?    Which  are  cooperating  in  this  research? 

Answer,     The  NIAID  is  the  only  institute  with  a  chronic  fatigue 
syndrome  research  program,  but  NIAMS  has  a  program  of  intramural  and 
extramural  research  in  fibromyalgia,  a  closely  related  illness. 
Investigators  at  the  NIAID  are  collaborating  with  investigators  at 
i  the  NINDS  and  NCI  at  the  NIH  and  also  with  colleagues  at  the  NIMH. 
They  also  are  providing  advice  to  and  collaborating  with  extramural 
scientists . 

!  Question.     What  additional  extramural  research  on  chronic 

I  fatigue  syndrome  will  be  conducted  by  the  NIAID  in  the  future? 

I 

Answer.     The  NIAID  recently  solicited  applications  for  a 
,  cooperative  research  center  for  multidisciplinary  studies  and  expects 
to  make  at  least  one  award  in  FY  1991.     A  program  announcement  of 
interest  in  receiving  applications  concerned  with  natural  history  and 
I  etiology  also  is  planned. 

Question.     Dr.  Fauci,  you  have  reported  to  the  Congress  that 
chronic  fatigue  syndrome  is  triggered  by  an  infectious  agent.  The 
I  CDC  has  reported  that  this  illness  sometimes  appears  in  "clusters," 
such  as  we  have  had  in  the  Lake  Tahoe  area.     What  research  is  the 
NIAID  doing  to  help  identify  agents  that  might  cause  this  type  of 
"cluster?" 
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Answer.     The  epidemic  reported  in  Lake  Tahoe  was  studied  by  the 
Center  for  Infectious  Diseases,  CDC.     In  addition,  specimens  from 
that  outbreak  and  from  others  reported  in  North  Carolina  and  Ohio 
have  been  examined  for  retroviruses  and  human  herpesvirus  6  (HHV-6) 
by  scientists  at  NCI  and  studies  of  HHV-7  have  recently  been 
undertaken  in  NIAID.     NIAID  extramural  scientist,  Anthony  Komaroff , 
also  has  been  involved  in  studies  of  the  Lake  Tahoe  outbreak. 

Question.     At  the  University  of  Nevada  Medical  School, 
scientists  have  been  studying  chronic  fatigue  syndrome  for  years. 
Does  the  NIAID  have  any  plans  for  university-affiliated  centers  for 
research  on  this  illness? 

Answer.     The  NIAID  plans  to  expand  its  university-based  CFS 
research  by  the  addition  of  at  least  one  center  for  multidisciplinary 
research  in  FY  1991.     A  solicitation  for  applications  for  cooperative 
CFS  research  centers  was  advertised  in  the  NIH  Guide  for  Grants  and 
Contracts  on  February  8,  1991. 

Question.     At  the  University  of  Nevada  Medical  School,  hundreds 
of  serological  samples  from  chronic  fatigue  syndrome  patients  in  ' 
northwest  Nevada  have  been  stored  for  years.     Is  the  NIAID 
cooperating  in  studies  of  these  samples?     Does  the  NIAID  have  plans 
to  fund  studies  of  these  samples?     Does  the  NIAID  have  funding  for 
this  type  of  work? 

Answer.     Yes,  the  NIH  has  been  cooperating  in  studies  of 
clinical  specimens  from  the  Nevada  outbreak.     Specimens  from  Lake 
Tahoe  have  been  examined  for  retroviruses  and  human  herpesvirus  6 
(HHV-6)  by  scientists  at  NCI  and  studies  of  HHV-7  also  have  recently 
been  undertaken  in  the  NIAID.     The  NIAID -supported  extramural 
scientists  have  coordinated  additional  studies  of  those  specimens. 

In  the  absence  of  persuasive  new  etiologic  clues,  the  NIH  has  no 
plan  for  additional  studies  of  these  specimens  at  this  time.  It 
should  be  noted  that  the  Lake  Tahoe  outbreak  was  studied  by  the 
Centers  for  Disease  Control  and  the  results  have  been  published. 

As  in  the  past,  NIH  investigators  are  prepared  to  assist 
extramural  scientists  in  the  follow-up  of  promising  leads  when 
appropriate  specimens  are  available.     The  NIAID  accepts  applications 
for  funding  of  research  proposals  designed  to  examine  the  infectious 
disease  etiology  of  CFS. 


QUESTIONS  SUBMITTTED  BY  SENATOR  ARLEN  SPECTER 

AIDS  PROJECTS --WOMEN  AND  CHILDREN 

Dr  Fauci,  please  provide  for  the  Subcommittee  answers  to  the 
following  questions  concerning  AIDS  projects  by  Institute  (NCI, 
NIAID,  and  NICHD)  which  focus  exclusively  on  mothers  and/or 
children: 

Question.     How  many  children  have  been  enrolled  or  are 
currently  enrolled  in  HIV  related  clinical  trials?     How  many 
clinical  trial  units  do  you  fund  to  conduct  HIV- related  therapeutic 
trials  exclusively  in  children  or  pregnant  women? 
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Answer.     The  AIDS  Clinical  Trials  Group  (ACTG)  within  the 
National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID)  has 
enrolled  891  children  as  of  March  15,  1991.     Of  the  47  total  AIDS 
Clinical  Trials  Units,  27  conduct  HIV-related  clinical  trials 
exclusively  in  children  or  pregnant  women. 

The  National  Institute  of  Child  Health  and  Human  Development 
(NICHD)  currently  supports  28  clinical  trials  units  around  the 
country  which  focus  their  therapeutic  research  activities 
exclusively  on  HIV-related  research  in  pregnant  women  and  children. 
Some  of  these  units  are  located  in  regions- -such  as  Puerto  Rico  and 
Atlanta- -which  have  no  other  pediatric  or  maternal  clinical  trial 
units.     NICHD  has  enrolled  547  children  into  HIV-related  clinical 
trials.     Considerable  progress  has  been  made  toward  the  functional 
integration  of  the  NICHD  clinical  trial  units  with  those  of  the 
NIAID  in  order  to  avoid  duplication  or  overlap  of  pediatric  and 
maternal  clinical  trial  activities. 

The  National  Cancer  Institute  (NCI)  has  enrolled  198  children 
in  HIV  related  clinical  trials.     In  FY  1990  10  of  their  29  HIV 
related  trials,  or  approximately  35  percent,  were  pediatric  trials. 

Question,     Have  any  RFAs  been  released  by  NIH  institutes  which 
focus  on  HIV-related  research  specifically  focused  on  mothers  and 
children?     If  so,  how  many  and  from  which  Institutes?    How  many 
grants  are  being  supported  as  a  result  of  these  RFAs? 

Answer.     The  NIAID  has  released  four  Request  for  Applications 
(RFAs)  in  FY  1990  in  the  area  of  women  and  children  with  HIV.  In 
treatment  research,  the  NIAID  released  the  Pediatric  Expansion  of 
the  AIDS  Clinical  Trials  Units  RFA  resulting  in  12  awards.  Three 
RFAs  in  basic  research  are  soliciting  applications  for  research  in 
these  areas:     Development  of  Models  for  Pediatric  AIDS;  Development 
of  Models  for  Placental  and  Pediatric  Metabolism;  Toxicity,  and 
Transport  of  Anti-HIV  Drugs;  and  HIV  in  Mothers  and  Infants: 
Immunity  and  Early  Diagnosis.     In  addition,  the  NIAID  released  a 
program  announcement  in    Mechanisms  of  HIV  Pathogenesis  in  Pediatric 
Populations . 

The  NICHD  has  released  two  RFAs  focused  on  HIV-related  research 
in  pregnant  women  and  children.     The  first  one  was  released  in  early 
1989  and  solicited  research  grants  which  focused  on  improved  methods 
of  early  diagnosis  in  neonates,  infants,  and  children.     Six  grants 
were  awarded  to  major  medical  centers  around  the  country  as  a  result 
of  this  RFA,  totalling  approximately  $2  million.     The  second  RFA  was 
released  in  the  fall  of  1989  and  solicited  proposals  focusing  on  the 
role  the  placenta  in  the  transmission  of  HIV  and  anti-HIV  agents 
from  mother  to  fetus.     Three  awards  in  this  area  of  research  were 
made  as  a  result  of  this  RFA  totalling  over  $500,000  of  research 
support.     In  addition,  NICHD  is  a  co- sponsor  with  the  National 
Institute  of  Mental  Health  and  other  NIH  Institutes  of  a  Program 
Announcement  focused  on  HIV-related  research  in  the  pediatric 
population. 

The  NCI  has  not  released  any  RFAs  which  focus  on  HIV-related 
research  specifically  focused  on  mothers  and  children. 
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Question.     How  many  research  project  grants  which  focus  on  HIV- 
related  research  specifically  focused  on  mothers  and  children  have 
been  funded  by  each  Institute?    What  is  the  total  dollar  amount  for 
these  grants  by  Institute? 

Answer.     Within  the  AIDS  Clinical  Trials  Group  (ACTG) ,  15 
research  grants  and  twelve  supplementals ,  at  a  total  cost  of  $16.2 
million,  were  issued  in  FY  1990  on  HIV-related  research  specifically 
targeted  to  children  and/or  mothers. 

NIAID  epidemiology  studies  in  FY  1990  related  to  mothers  and 
children  included  seven  research  project  grants  for  $3,433,819;  four 
contracts,  totaling  $7,059,487,  for  the  Women  and  Infants 
Transmission  Study;  and  an  interagency  agreement,  the  Maternal 
Factors  Influencing  Perinatal  Transmission  of  HIV  Study,  also 
referred  to  as  the  Newark  Perinatal  Study,  for  $915,628. 

The  NICHD  has  a  Branch- -the  Pediatric,  Adolescent  and  Maternal 
AIDS  Branch- -which  focuses  all  of  its  activities  on  research  related 
to  HIV  infection  in  infants,  children,  pregnant  women,  mothers, 
adolescents,  and  families.     The  NICHD  supports  26  research  grants 
for  a  total  of  approximately  $6.0  million  which  focus  exclusively  on 
biomedical  and  biobehavioral  research  issues  in  pediatric  and 
maternal  AIDS.     The  Institute  also  supports  six  research  contracts 
and  interagency  agreements  for  approximately  $16  million  which  focus 
on  various  aspects  of  HIV  infection  and  disease  in  women  and 
children.     Lastly,  the  NICHD  co- sponsors  with  the  NIAID  the  Women 
and  Infants  Transmission  Study  (WITS),  a  contract-supported  research 
study  to  which  the  NICHD  contributes  $945,000  annually. 


National  Institute  of  Diabetes  and  Digestive  and  Kidney 

Diseases 

STATEMENT  OP  DR.  PHILLIP  GORDEN,  DIRECTOR,  NATIONAL  INSTI- 
TUTE OF  DLVBETES  AND  DIGESTIVE  AND  KIDNEY  DISEASES 

BUDGET  REQUEST 

Senator  Harkin.  We  will  call  Dr.  Gorden  from  the  Diabetes  and 
Digestive  Kidney  Diseases  Institute. 

Senator  Reid.  I  only  have  4  minutes'  worth  of  questions. 

Senator  Harkin.  Dr.  Alexander  with  Child  Health  and  Human 
Development;  Dr.  Hoel,  Acting  Director  for  the  Institute  on  Envi- 
ronmental Health  Sciences;  l5r.  Schambra  of  the  Fogarty  Inter- 
national Center. 

Dr.  Grorden,  we  have  your  request  for  $658.5  million,  which  is 
about  6.6  percent  more  than  last  year.  About  $34  million,  or  almost 
80  percent,  of  your  increase  is  focused  in  the  area  of  research 
project  grants  with  funding  for  centers  and  training  again  almost 
flat,  as  I  have  been  repeating  here  in  every  instance.  In  fact,  the 
portion  of  your  budget  not  devoted  to  research  grants  increases 
from — ^well,  it's  a  4.2-percent  increase,  and  fundmg  for  research 
grants  increases  about  7.5  percent. 

So,  again.  Dr.  Gorden,  welcome  back  to  the  subcommittee.  We 
would  be  pleased  to  hear  your  statement.  Please  proceed. 

Dr.  Gorden.  Thank  you,  Mr.  Chairman. 

Last  year  on  the  occasion  of  our  40th  anniversary^,  we  reviewed 
major  clinical  accomplishments  of  the  National  Institute  of  Diabe- 
tes and  Digestive  and  Kidney  Diseases,  including  the  treatment  of 
end-stage  renal  disease  with  dialysis  and  transplantation,  major 
accompRshments  in  the  treatment  of  chronic  hepatitis,  and  in 
transplantation  for  end-stage  liver  disease. 

We  reported  on  treatment  strategies  in  diabetes  and  the  discov- 
ery of  the  abnormal  gene  that  causes  cystic  fibrosis. 

In  fiscal  years  1991  and  1992,  we  plan  a  strong  basic  science  pro- 

fram  to  build  on  these  major  achievements.  Our  scientists  have 
emonstrated,  in  the  laboratory,  that  the  abnormal  cystic  fibrosis 
gene  can  be  replaced  in  tissue  culture  cells  and  correct  the  disease. 

The  abnormal  gene  in  a  rare  form  of  kidney  disease  has  been  dis- 
covered. This  is  the  first  time  a  specific  genetic  defect  in  a  kidney 
disease  that  can  lead  to  end-stage  renal  disease  has  been  eluci- 
dated. 

We  continue  to  make  progress  in  understanding  the  cause  of  in- 
sulin dependent  diabetes  and  in  developing  strategies  that  may  be 
applicable  to  its  prevention.  In  noninsuTin  dependent  diabetes, 
which  has  such  a  devastating  effect  on  our  minority  populations, 
we  continue  to  make  progress  in  imderstanding  the  complex  ge- 
netic causes  of  this  disease.  Incidentally,  over  one-half  of  individ- 
uals with  noninsulin  dependent  diabetes  are  over  65  years  of  age. 
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Our  endocrine  program  continues  to  make  important  con- 
tributions to  diseases  such  as  osteoporosis  and  cancers  of  the  thy- 
roid and  prostate  gland. 

Our  hematology  program  has  demonstrated  the  eflFectiveness  of 
the  biotechnology-engineered  erythropoietin  for  the  treatment  of 
the  anemia  of  end-stage  renal  disease  and  of  AIDS. 

Hydroxyurea  has  been  shown  to  be  important  in  the  treatment 
of  sickle  cell  disease. 

Our  digestive  diseases  program  continues  to  pursue  clues  to  the 
causes  and  cures  of  inflammatory  bowel  disease. 

PREPARED  STATEMENT 

Our  nutrition  program  has  demonstrated  the  differences  in  ways 
individuals  bum  calories  that  they  eat,  a  process  fundamental  to 
understanding  how  to  prevent  and  treat  obesity. 

For  this  multifaceted  program,  Mr.  Chairman,  our  budget  re- 
quest for  fiscal  year  1992  is  $658,557,000. 

I  would  be  happy  to  answer  any  questions  that  I  can. 

[The  statement  follows:] 
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STATEMENT  OF  DR.  PHILLIP  GORDEN 
I  am  very  pleased  to  testify  about  the  programs  of  the  National  Institute 
of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK).    Last  year,  on  the 
occasion  of  our  40th  anniversary,  we  reviewed  several  major,  long-term 
clinical  achievements  of  the  NIDDK.    These  included  progress  in  kidney 
dialysis,  liver  and  kidney  transplantation,  and  recombinant  DNA  commercial 
production  of  insulin,  human  growth  hormone,  bovine  growth  hormone,  and 
erythropoietin.    These  advances  represent  dramatic  treatments  for  diabetes  and 
liver  and  kidney  diseases,  as  well  as  major  innovations  in  American  industry 
and  food  production.    As  we  enter  the  last  decade  of  this  century,  our  mission 
continues  to  be  the  advancement  of  science  to  improve  the  health  of  the 
American  people  and  to  prevent  disease.    Our  major  programs  encompass  diabetes 
and  other  endocrine  and  metabolic  diseases;  digestive  and  nutritional       -~  -v:?"-- 
disorders;  and  diseases  of  the  kidney,  urinary  tract  and  blood.  Underpinning 
targeted  research  on  these  serious  health  problems  are  crosscutting  areas  of 
science  such  as  molecular  understanding  of  the  human  genome. 

One  of  the  most  important  NIDDK  crosscutting  areas  is  genetics,  as 
exemplified  by  our  cystic  fibrosis  (CF)  research  program.    Last  year,  I 
reported  a  significant  achievement  in  human  genetics  research;     the  discovery 
by  NIDDK  grantees  of  the  gene  and  defective  protein  product  that  cause  CF. 
Building  upon  these  discoveries,  NIDDK  grantees  have  now  taken  other  giant 
steps  forward  in  CF  research.    Recently,  they  successfully  established  long- 
term  cell  culture  systems,  which  can  be  manipulated  to  understand  and 
interrelate  more  fully  the  structural  and  functional  characteristics  of  CF. 
This  past  year,  NIDDK  grantees  were  able  to  correct  CF  in  experimental  cells 
in  the  laboratory — a  significant  milestone  in  CF  research.    Using  a  virus, 
tho.y  inserted  a  normal  copy  of  the  CF  gene  into  pancreatic  cells  taken  from  CF 
patients.     Remarkably,  the  gene-altered  cells  produced  a  normal  protein 
product  and  attained  normal  chloride  ion  transport.    These  findings  suggest 
that  CF  is  an  excellent  candidate  for  emerging  gene  therapy  techniques. 

As  we  now  move  into  the  fifth  decade  of  NIDDK  research,  I  am  pleased  to 
report  yet  another  landmark  in  molecular  genetics.    NIDDK  grantees  have 
identified  the  gene  and  mutations  responsible  for  Alport's  syndrome,  an 
inherited  disease  of  the  kidney's  filtering  system.    This  discovery  is 
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particularly  significant  because  it  is  the  first  primary  disease  gene  ever 
identified  for  a  disease  of  the  kidneys. 

For  the  many  inherited  diseases  within  our  mission,  the  NIDDK  is  in  the 
forefront  of  research  related  to  gene  therapy.    Recently,  NIDDK  grantees 
developed  methods  for  targeting  gene  therapy  to  specific  sites  in  animals — the 
liver,  muscle,  and  arterial  wall.    This  research  is  extremely  important 
because  many  inborn  metabolic  diseases  will  require  organ-specific  gene 
therapy.     In  this  regard,  the  Institute  is  encouraging  studies  of  genetic 
expression  and  recombination;  gene  targeting;  stem  cells  and  growth  factors; 
and  gene  transfer  techniques. 

The  NIDDK  is  also  committed  to  research  aimed  at  preventing  chronic 
diseases,  and  at  halting  or  slowing  their  progression.    For  example,  we  are 
supporting  a  major,  multicenter  clinical  trial  to  determine  whether  strict 
control  of  blood  glucose  levels  can  prevent  or  ameliorate  the  vascular 
complications  of  insulin-dependent  diabetes.    Another  multicenter  trial  is 
assessing  whether  a  dietary  regimen,  combined  with  blood  pressure  control,  can 
prevent  or  slow  the  progression  of  chronic  renal  disease  to  end-stage  renal 
disease.    Such  efforts  offer  the  hope  of  reducing  the  enormous  suffering  and 
costs  of  chronic  diseases,  which  will  escalate  as  our  population  ages. 

This  past  year  has  been  a  particularly  impressive  one  for  research  on 
diabetes,  which  affects  over  11  million  Americans  at  an  estimated  annual  cost 
of  $20  billion.    The  NIDDK  program  in  diabetes  is  a  comprehensive  one,  aimed 
at  understanding  the  genetic  and  other  causes  of  both  the  juvenile  and  adult 
forms  of  the  disease;  finding  ways  to  combat  the  devastating  complications; 
and  alleviating  the  disproportionate  impact  diabetes  has  on  our  minority 
populations,  including  Blacks,  Hispanics,  and  Native  Americans  and  Hawaiians. 

An  exciting  discovery  in  research  on  insulin-dependent  diabetes  is  that  a 
pancreatic  protein  previously  known  to  be  an  early  predictor  of  the  disease  is 
identical  to  an  enzyme  normally  produced  in  large  quantities  in  the  brain. 
This  knowledge  should  facilitate  the  development  of  a  simple  blood  test  to 
identify — years  in  advance  of  clinical  disease — those  children  who  are 
destined  for  autoimmune  destruction  of  insulin-producing  cells.  Such 
knowledge  will  be  valuable  as  more  effective  drugs  are  developed  that  might 
arrest  the  disease  in  its  earliest  stages.    Research  on  restoring  insulin 
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production  to  diabetics  also  moved  forward  this  year  when  NIDDK  grantees 
successfully  used  the  thymus  of  rats  as  a  new  site  for  transplanting  insulin- 
producing  cells.     With  this  approach,  thejj  enhanced  both  immune  tolerance  to 
grafts  at  other  sites  and  graft  survival. 

Progress  is  also  being  made  in  understanding  non-insulin-dependent 
diabetes.    Glucose  transport  mechanisms  are  emerging  as  a  major  new  target  for 
potential  treatment  of  this  disease.     Studies  in  animals  are  defining  more 
precisely  the  cascade  of  molecular  events  involved  in  the  production  and 
action  of  insulin,  in  order  to  pinpoint  how  resistance  to  insulin  occurs.  In 
related  research,  scientists  have  identified  the  cell  receptor  that  binds 
drugs  used  to  treat  non-insulin-dependent  diabetes,  thus  paving  the  way  for 
more  effective  drug  development.     A  key  source  of  knowledge  about  the  ^^'r- 
metabolic  abnormalities  and  complications  of  non-insulin-dependent  diabetes 
are  NIDDK  studies  of  the  Pima  Indians,  who  have  the  world's  highest  prevalence 
of  this  disease. 

Applicable  to  both  forms  of  diabetes  are  studies  on  the  genetic 
components  of  this  disease.    Research  clues  are  helping  to  narrow  the  search 
for  the  diabetes  genes.    Gene  mapping  strategies  are  bearing  their  first 
fruits  of  success  with  the  identification  of  a  linkage  of  a  genetic  locus  in  a 
rare  form  of  non-insulin-dependent  diabetes.    The  genetic  puzzle  of  diabetes 
remains  a  complex  challenge,  however.     To  help  meet  this  challenge,  I  am 
pleased  to  tell  you  that  the  Institute  will  begin  a  new  Diabetes 
Interdisciplinary  Research  Program  in  1992  in  an  innovative  partnership  with 
the  Juvenile  Diabetes  Foundation,  International.    This  follows  a  productive 
partnership  previously  established  with  the  Cystic  Fibrosis  Foundation. 

For  kidney  and  urologic  diseases  research,  I  am  pleased  to  report  several 
exciting  scientific  events.    With  NIDDK  grant  support,  kidney  researchers  have 
made  inroads  in  understanding  polycystic  kidney  disease  (PKD),  in  which  cyst 
formation  can  impair  and  destroy  kidney  function.     Recently,  NIDDK  grantees 
discovered  that  the  combined  action  of  two  known  growth-promoting  chemicals 
can  initiate  cyst  formation.     This  finding  has  already  resulted  in  the  testing 
of  candidate  drugs  in  mice  with  PKD,  thus  opening  new  therapeutic  windows. 

In  seeking  to  combat  end-stage  renal  disease  (ESRD),  the  NIDDK  is 
supporting  studies  to  understand  the  strikingly  high  incidence  of  the  kidney 
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disease  of  diabetes  mellitus  (KDDM)  among  the  ESRD  patient  population,  and 
among  Native  Americans  and  Blacks.    The  NIDDK  is  also  studying  the  genetic 
causes  of  KDDM  in  Native  Americans,  and  is  designing  a  therapeutic 
intervention  study.    The  NIDDK-supported  U.S.  Renal  Data  System  is  helping  to 
shed  light  on  the  natural  history  of  ESRD  and  its  precursor  diseases.  Based 
on  insights  already  gained,  the  NIDDK  plans  to  launch  a  pilot  clinical  study 
in  1992  on  kidney  disease  and  hypertension  in  Blacks.    Thus,  the  NIDDK  has 
intensified  basic  and  clinical  research  on  the  kidney  diseases  that  lead  to 
ESRD,  for  which  annual  dialysis  and  transplantation  costs  are  $3.4  billion. 

Building  a  strong  urologic  diseases  research  program  is  a  high 
priority.    The  NIDDK  is  seeking  to  intensify  high-quality  research  in 
interstitial  cystitis,  a  debilitating  disease  that  primarily  affects  women; 
benign  prostatic  hyperplasia  (BPH),  which  most  men  develop  as  they  age;  and 
diabetes-related  urologic  disorders.    New  knowledge  about  inflammatory 
mediators,  growth  factors  and  basic  bladder  function  is  helping  to  construct  a 
solid  science  base  in  urology,  from  which  future  clinical  achievements  will 
flow.    To  expand  research  in  pediatric  kidney  and  urologic  diseases,  the  NIDDK 
will  soon  be  funding  its  first  research  center  in  these  fields. 

Achievements  in  blood  disease  research  are  moving  steadily  toward 
clinical  applications.    The  NIDDK  was  a  major  research  contributor  to  the 
development  of  recombinant  erythropoietin,  a  drug  that  has  proven  outstanding 
in  alleviating  the  anemia  of  ESRD  patients,  and  was  just  recently  approved  by 
the  FDA  for  treating  the  anemia  of  AIDS  patients.     In  preliminary  clinical 
studies,  NIDDK  scientists  recently  demonstrated  the  effectiveness  of  the  drug 
hydroxyurea  in  reducing  the  complications  of  sickle  cell  disease,  one  of  the 
most  devastating  diseases  of  Black  Americans.    Now,  researchers  are  combining 
this  drug  with  other  agents  in  attempts  to  extend  clinical  improvement. 
Progress  has  also  been  made  toward  the  development  of  effective  oral  drugs  to 
remove  the  excess  iron  that  accumulates  in  Cooley's  anemia  patients  as  a 
result  of  frequent  blood  transfusions.     In  preliminary  NIDDK-supported  tests 
in  animals,  these  oral  chelating  drugs  have  shown  their  ability  to  remove 
iron,  while  appearing  to  have  low  toxicity.    We  also  support  research  on  bone 
marrow  transplantation  as  a  treatment  method  and  a  vehicle  for  gene  therapy. 

In  digestive  diseases,  compelling  research  advances  abound.    A  broadly- 
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supported  multicenter  clinical  trial  has  confirmed  the  results  of  the 
pioneering  discovery  by  our  intramural  scientists  that  the  drug  interferon 
alfa  is  effective  in  treating  hepatitis  B  and  C.     For  ulcers,  NIDDK  grantees 
have  developed  a  simple,  noninvasive  breath  test  for  determining  which 
patients  have  an  underlying  bacterial  infection  that  can  be  eradicated  by 
antibiotics.    Grantees  have  also  identified  a  possible  marker  for  inflammatory 
bowel  disease.     If  this  marker  can  distinguish  between  the  two  forms  of  this 
disease — ulcerative  colitis  and  Crohn's  disease — it  may  help  to  reveal  their 
respective  causes.     In  other  studies,  the  immunosuppressive  drug  FK506 
continues  to  show  enormous  promise  in  liver  transplantation,  with  fewer  side 
effects  than  conventional  drugs.    With  NIDDK  support,  a  useful  animal  model 
was  developed  for  primary  biliary  cirrhosis,  which  primarily  affects  women  and 
is  the  most  frequent  indication  for  liver  transplantation  in  adults.     We  are 
also  beginning  to  understand  the  relationship  between  obesity  and  the 
development  of  gallstones,  and  are  following  closely  the  new  surgical 
procedure  for  gallbladder  removal.    Malabsorption  syndromes,  such  as  celiac 
disease,  are  the  focus  of  studies  aimed  at  identifying  factors  that  decrease 
or  prevent  nutrient  absorption  by  the  gastrointestinal  tract.     This  knowledge 
may  also  be  useful  in  addressing  the  wasting  syndrome  of  AIDS. 

Our  nutrition  program  is  breaking  new  ground  in  understanding  nutrient 
metabolism  and  energy  expenditure.    Of  particular  concern  is  obesity,  a 
disproportionate  health  problem  in  minority  populations  and  a  major  risk 
factor  for  non-insulin-dependent  diabetes,  heart  disease,  gallbladder  disease, 
and  other  serious  illnesses.    NIDDK  grantees  are  searching  for  obesity-related 
genes  in  experimental  animal  models,  as  well  as  for  mechanisms  that  regulate 
the  flow  of  metabolic  fuels  and  lead  to  the  storage  of  fat. 

Achievements  in  endocrinology  and  metabolism  are  applicable  to  many 
diseases  because  of  the  far-reaching  effects  of  hormones  and  metabolic 
processes  throughout  the  body.    The  Institute's  research  on  the  endocrinology 
and  metabolism  of  bone  is  highly  relevant  to  combating  osteoporosis — a 
critical  health  problem  of  elderly  women.    NIDDK  grantees  have  identified  a 
number  of  growth  factors  that  may  play  an  influential  role  in  the  regulation 
of  bone  metabolism  and  the  osteoporosis  disease  process.    The  Institute  is 
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also  generating  knowledge  about  the  mechanisms  whereby  the  female  hormone 
estrogen  protects  against  bone  resorption  in  osteoporosis. 

Research  on  inherited  metabolic  diseases  advanced  this  year  with  the 
approval  by  the  FDA  of  a  treatment  for  children  whose  immune  systems  are 
destroyed  by  the  deficiency  of  a  key  enzyme,  called  ADA.    The  new  enzyme 
replacement  treatment  involves  chemically  protecting  the  critical  enzyme  to 
keep  it  from  breaking  down  rapidly  after  administration.     This  novel  enzyme 
delivery  system  was  used  to  treat  the  first  child  to  receive  experimental  gene 
therapy,  and  NIH  investigators  now  wait  to  determine  whether  the  newly 
inserted  gene  will  make  a  normal  product.     Clearly,  this  new  formulation  of  an 
enzyme  treatment  will  be  a  valuable  adjunct  to  gene  therapy  research. 

The  NIDDK  research  mission  is  broad  and  complex,  encompassing  many  costly 
chronic  diseases;  health  problems  of  the  young  and  the  elderly;  and  diseases 
that  particularly  affect  women  and  minorities.     In  highlighting  some  of  our 
research  advances,  I  hope  I  have  conveyed  the  scientific  momentum  we  feel  as 
we  pursue  our  mission  into  the  1990s.    Mr.  Chairman,  the  budget  request  for 
the  NIDDK  is  $658,557,000.     I  will  be  pleased  to  answer  any  questions. 
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INTERSTITIAL  CYSTITIS 

Senator  Harkin.  Thank  you,  Dr.  Gorden. 

I  know  that  Senator  Reid  has  some  questions  for  you. 

Senator  Reid.  You  are  very  kind,  Mr.  Chairman,  in  allowing  me 
to  appear  out  of  order  after  you  have  been  here  all  morning. 

Dr.  Gorden,  last  year  the  committee  provided  the  urology  pro- 
gram an  additional  $2.5  million  to  be  directed  toward  research  on 
interstitial  cystitis.  Can  you  tell  me  how  you  intend  to  direct  these 
funds? 

Dr.  GrORDEN.  Yes,  sir;  at  the  present  time  we  have  a  request  for 
applications  for  new  research  project  grants  in  this  area,  and  in  ad- 
dition we  are  soliciting  applications  for  the  establishment  of  a  data 
base  or  registry.  Both  of  those  programs,  that  is,  this  increased  re- 
search project  grant  program  and  the  registry  or  data  base  pro- 
gram, are  well  on  their  way,  and  will  be  inaugurated  in  the  very 
near  future. 

Senator  Reid.  Will  these  moneys  be  used  this  year? 

Dr.  Gorden.  They  will  be  used  this  year  with  the  possible  excep- 
tion of  the  data  base/registry,  which  may  be  difficult  to  fund  this 
fiscal  year  for  technical  reasons  relating  to  timing  of  the  review 
process.  But  if  it  is  not  this  fiscal  year,  it  will  be  done  very  early 
in  the  next  fiscal  year. 

Senator  Reid.  Doctor,  how  much  of  the  money  is  designated  for 
the  interstitial  cystitis  register? 

Dr.  Gorden.  We  do  not  have  the  proposals  in,  so  I  cannot  be  pre- 
cise. But  we  estimate  a  figure  of  something  in  the  range  of  about 
$650,000,  which  would  include  a  data  coordinating  center  and 
three  proposed  clinical  centers  that  will  actually  support  this  data 
coordinating  center  with  clinical  studies.  And  that  is  our  present 
estimation  at  this  point. 

Senator  Reid.  And  is  this  a  sufficient  amount,  as  far  as  you 
know? 

Dr.  Gorden.  We  believe  that  it  will  be  sufficient.  It  always  has 
the  possibility  of  flexibility  in  the  future  once  we  get  this  program 
started. 

Senator  Reid.  I  have  some  other  questions  that  I  will  submit  to 
the  panel  in  writing,  Mr.  Chairman. 

I  would  acknowledge  that  I  am  going  to  visit  your  facility  some- 
time early  next  month,  I  think  on  the  eighth. 

Dr.  GrORDEN.  We  would  be  very  pleased.  Senator  Reid. 

Senator  Reid.  Thank  you,  Mr.  Chairman. 


902 

NUTRITION 

Senator  Harkin.  Thank  you,  Senator  Reid. 

Dr.  Gorden,  as  you  know,  the  American  public  is  bombarded  by 
endless  diet  claims  that  may  or  may  not  work  and  may  or  may  not 
be  healthy  for  those  that  follow  them.  It  just  seems  to  me  that 
there  is  more  now  than  I  can  ever  remember.  I  have  followed  some 
of  these,  and  I  am  concerned  that  a  lot  of  people  are  investing 
money  in  doing  things  that  may  not  be  entirely  healthy  for  them. 

This  committee  last  year  asked  that  NIH  and  give  the  giving  a 
study  of  nutrition  greater  organizational  status  at  NIH,  perhaps 
even  creating  a  division  for  the  study  of  nutrition  or  to  give  some 
research  focus  to  evaluating  the  many  diets  that  we  hear  about. 
Your  Institute  is  charged  with  stud)dng  obesity  and  has  the  lead 
on  nutritional  questions  as  well. 

Can  you  give  us  a  rundown  on  vour  evaluation  of  giving  a  study 
of  nutrition  greater  organizational  status  that  we  asked  dbout  last 
year? 

Dr.  Gorden.  There  is  sort  of  two  parts.  One  is  the  issue  related 
to  obesity,  which  we  feel  is  a  terribly  important  issue.  The  easiest 
thing  in  the  world  to  do  is  to  lose  weight,  and  the  hardest  thing 
is  to  sustain  that  weight  loss.  And  this  is  a  major  concern  for  us. 

We  have  a  task  force  at  present  at  work  attempting  to  make  rec- 
ommendations in  this  arena  to  the  point  where  our  knowledge  base 
ends,  and  where  we  would  very  much  like  to  inaugurate  clinical 
studies  to  address  this  very  important  issue  of  how  to  sustain 
weight  loss.  This  is  a  critical  issue  as  obesity  is  a  major  risk  factor 
for  a  whole  variety  of  other  problems,  including  diabetes  and  car- 
diovascular disease  and  perhaps  other  neoplastic  diseases.  That  is 
one  aspect. 

We  believe  that  we  have  an  organizational  structure  that  is  capa- 
ble of  dealing  with  this  issue.  Nutrition  research  is  vested  in  sev- 
eral institutes  at  the  NIH.  You  have  discussed  some  aspects  of  nu- 
trition research  already  with  Dr.  Lenfant  and  Dr.  Broder,  and  we 
are  very  pleased  to  cooperate  with  those  institutes  in  furthering 
nutrition  research  and  being  sure  that  the  resources  are  available 
for  the  kind  of  research  that  we  need  to  be  doing.  So,  we  believe 
we  have  an  organizational  structure. 

We  believe  tnere  are  some  terribly  important  issues.  We  have  fo- 
cused on  the  issue  of  centers,  whicn  we  refer  to  as  Clinical  Nutri- 
tion Research  Units.  We  support  five  at  the  present  time,  and  feel 
that  this  is  a  very  important  mechanism  by  which  we  can  address 
these  particular  problems  of  nutrition.  We  would  prefer  to  utilize 
this  more  direct  mechanism  of  trying  to  deal  with  the  issues  that 
you  refer  to  rather  than  sort  of  organizational  changes  within  the 
NIH  per  se. 

Senator  Harkin.  So,  you  feel  that  this  is  getting  adequate  atten- 
tion. 

Dr.  Gk)RDEN.  I  believe  it  is  getting  adequate  organizational  atten- 
tion. 

Senator  Harkin.  But  your  Institute  is  sort  of  the  lead  on  this. 
Right? 
Dr.  Gorden.  Yes;  we  are. 
Dr.  Raub.  Mr.  Chairman. 
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Senator  Harkin.  Yes,  Dr.  Raub. 

Dr.  Raub.  May  I  add  that  we  have  a  particularly  strong  central 
effort.  There  is  not  only  a  nutrition  coordinating  committee,  but  it 
has  a  full-time  staff  based  in  the  NIH  Director  s  office.  That  staff 
works  very  closely  with  Dr.  Gorden,  with  colleagues  in  the  Heart, 
Cancer,  Child  Health,  and  Aging  Institutes,  and  the  Nursing  Cen- 
ter, and  others  to  ensure  a  good  flow  of  information,  but  in  some 
cases  it  promotes  certain  initiatives.  For  example,  going  back  sev- 
eral years,  the  concept  of  the  Clinical  Nutrition  Research  Units  ac- 
tually was  launched  under  the  umbrella  of  the  central  coordinating 
group.  In  addition  to  the  five  funded  by  Dr.  Gorden*s  Institute, 
three  others  are  funded  by  the  National  Cancer  Institute.  We  be- 
lieve we  have  a  strong  handle  on  the  trans-NIH  aspects  of  nutri- 
tion. 

DIABETES 

Senator  Harkin.  My  time  is  nmning  out,  but  I  do  want  to  ask 
you  one  other  question  about  juvenile  diabetes.  I  understand  that 
type  I  is  the  result  of  the  immune  system  destroying  cells  in  the 
pancreas.  We  have  been  told  in  the  past  that  of  the  two  types  of 
diabetes,  this  type  is  most  likely  to  result  in  a  cure. 

Last  year  this  committee  provided  an  additional  $2  million  to 
pursue  promising  research  to  find  better  treatments  and  a  cure  for 
type  I  diabetes. 

Can  you  just  give  me  a  brief  update  on  this  on  how  we  are  pro- 
ceeding? 

Dr.  GrORDEN.  Yes;  there  have  been  several  important  specific  dis- 
coveries in  the  past  year.  One  is  the  recognition  of  markers  that 
precede  the  onset  of  the  clinical  disease  and  actually  refinement  of 
the  chemical  nature  of  these  markers.  We  now  have  the  oppor- 
timity  to  actually  detect  this  disease  at  least  3  and  perhaps  5  years 
before  its  clinical  onset.  It  used  to  be  that  we  believed  that  a  child 
was  perfectly  well  today,  and  tomorrow  that  child  had  juvenile  dia- 
betes. That  is  almost  certainly  not  the  case.  The  process  is  going 
on  for  months  and  years,  and  we  now  have  the  ability  to  detect 
that  process  by  a  chemical  marker. 

That  provides  a  very  important  opportunity  now  to  try  to  develop 
prevention  strategies,  and  we  are  at  the  present  time  looking  at 
several  proposals  that  might  be  used  to  interdict  the  process  at  this 
very  early  stage.  Our  ability  to  detect  it  and  our  ability  to  use 
drugs  or  other  pharmacologic  agents  to  actually  prevent  it — agents 
that  we  can  be  certain  are  safe — is  something  that  we  have  under 
discussion.  It  is  a  difficult  issue  because  we  do  not  have  what  we 
would  like  to  think  of  as  a  "magic  bullet,"  so  to  speak,  that  is  per- 
fectly safe  and  perfectly  effective.  If  we  had  that,  it  wouldn't  be  a 
matter  of  discussion  at  all.  But  this  research  certainly  is  an  oppor- 
tunity. 

We  have  developed  other  ways  of  achieving  immunologic  privi- 
lege. Other  studies  have  demonstrated  that  transplants  of  islet 
cells  that  produce  insulin  in  particular  areas  of  the  body  seem  to 
be  immunologically  privileged.  This  raises  further  hope  for  trans- 
plantation types  of  therapies  either  from  direct  islet  cells  them- 
selves or  from  whole  organ  transplants. 
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So,  I  think  that  we  clearlv  have  a  focus  on  this  disease  that  we 
have  never  had  before,  and  we  have  now,  I  think,  a  real  oppor- 
tunity for  prevention  and,  we  hope,  for  understanding  the  cause 
and  the  cure. 

QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

Senator  Harkin.  Thank  you  very  much.  There  will  be  some  addi- 
tional questions  which  will  be  submitted  for  your  response  in  the 
record. 

[The  following  questions  were  not  asked  at  the  hearing,  but  were 
submitted  to  the  Institute  for  response  subsequent  to  the  hearing:] 
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QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

JUVENILE  DIABETES 

Question.     I  understand  that  Type  1,  or  juvenile  diabetes,  is 
the  result  of  the  immune  system  destroying  cells  in  the  pancreas. 
The  Committee  has  been  told  in  the  past  that  of  the  two  types  of 
diabetes  this  type  is  most  likely  to  result  in  a  cure.    Last  year 
the  Committee  provided  an  additional  $2  million  to  pursue  promising 
research  to  find  better  treatments  and  a  cure  for  Type  1 
diabetes.    Could  you  update  the  Committee  on  the  progress  in  this 
area? 

Answer.    It  is  now  well  accepted  that  insulin  dependent 
diabetes  mellitus  (IDDM  or  Type  1)  is  the  result  of  the 
inappropriate  destruction  of  the  insulin  secreting  beta  cells  of 
the  pancreas  by  the  immune  system.    Therefore,  a  major  site  of 
emphasis  for  research  on  this  "auto-immune"  disease  is  explaining 
why  the  immune  system  makes  this  mistake  and  how  the  mistake  might 
be  prevented  or  corrected.  '  - 

In  the  last  year  or  two  we  have  seen  several  examples  of  how 
this  enhanced  exploration  of  immune  functions  has  suggested 
potential  clinical  approaches  to  IDDM.    When  someone  becomes  ill 
with  IDDM  this  signifies  the  culmination  of  a  destructive  immune 
process  which  has  gone  on  silently  for  years  within  that  patient. 
By  the  time  they  become  sick  it  is  generally  too  late  to  prevent  or 
reverse  the  damage.    Therefore,  it  is  important  to  find  markers  for 
the  process  at  an  earlier  stage.    Recently,  researchers  have 
discovered  the  identity  of  one  such  marker.    This  blood-bourne 
antibody  directed  at  beta  cells  had  been  called  the  "64k  antibody" 
because  it  attacks  a  poorly  understood  constituent  of  beta  cells 
called  the  "64k  antigen."    We  now  know  that  this  antigen  is  an 
enzyme  in  the  beta  cell  called  by  its  initials,  GAD  (glutamic  acid  - 
decarboxylase).    With  this  knowledge,  we  may  be  able  to  develop 
more  sensitive  tests  for  the  impending  development  of  IDDM  in 
individuals.    In  addition,  the  specific  role  of  GAD  in  possibly 
instigating  or  enhancing  the  auto-immune  process  needs  now  to  be 
elucidated. 

The  ability  to  identify  individuals  at  high  risk  for  IDDM  by 
various  tests  (including  anti-GAD  antibodies  and  other  immunologic 
or  metabolic  measures)  will  give  us  the  opportunity  to  try 
immunologic  interventions  designed  to  inhibit  or  arrest  the 
process.    The  NIDDK,  with  collaboration  from  our  sister  institutes, 
NIAID  and  NICHD,  sponsored  a  workshop  on  Clinical  Trials  of 
Immunosuppression  for  the  Prevention  of  IDDM  in  April,  1990. 
Participants  for  the  meeting  were  drawn  from  the  diabetes  and 
immunology  research  connunities .     A  consensus  was  reached  that  some 
high-risk  individuals  could  be  identified  now  and  that  clinical 
studies  to  explore  the  ability  of  immunomodulation  to  alter  the- 
occurance  of  IDDM  in  these  individuals  was  timely  and  warranted. 
This  group  also  pointed  out  that  there  was  still  much  to  be  learned 
about  identifying  the  majority  of  those  at  high  risk  and  the  best 
interventions  to  be  tried.     The  NIDDK,  NIAID  and  NICHD  have 
released  two  Program  Annoucements  to  encourage  the  submission  of 
investigator-initiated  research  proposals  in  this  area. 
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For  those  already  with  IDDM,  the  replacement  of  destroyed  beta 
cells  with  transplants  of  islets  has  been  a  long  term  goal  of  the 
diabetes  research  community  and  the  NIDDK.    A  major  barrier  to 
success  continues  to  be  the  need  for  generalized  immunosuppressive 
drugs  by  the  transplant  recipient  which  are  frought  with  major 
untoward  side-effects.    A  recent  immunologic  finding  by  a  NIDDK 
supported  investigator  has  raised  a  fascinating  new  approach  to 
preventing  transplant  rejection.     In  experimental  animals,  the 
placement  of  a  small  piece  of  the  transplanted  islet  tissue  in  the 
thymus  gland  (a  gland  that  is  known  to  play  an  important  role  in 
regulating  the  immune  system)  obviates  the  rejection  of  trans- 
planted islet  tissue  placed  anywhere  else  in  the  animal  without 
continuous  powerful  immunosuppressive  drugs.     If  this  finding  is 
confirmed  and  extended  to  man,  then  the  possibilities  for  islet 
transplantation  as  a  cure  for  IDDM  will  be  markedly  enhanced. 

KIDNEY  CLINICAL  TRIAL 

Question.    I  understand  the  NIDDK  has  underway  a  clinical 
trial  which  is  attempting  to  determine  the  effect  of  low  protein 
diets  on  slowing,  or  forestalling  kidney  failure.    This  clinical 
trial  still  has  two  more  years  to  go  and  will  require  a  final  year 
of  analysis  before  the  results  are  known.    Are  there  any 
preliminary  results  from  the  first  two  years  of  clinical  trials  on 
this  diet  study? 

Answer.    The  clinical  trial,  Modification  of  Diet  in  Renal 
Disease  (MDRD)  Study,  will  determine  the  effects  of  low  protein  and 
phosphorus  diets  and  control  of  blood  pressure,  on  loss  of  kidney 
function.    The  study  has  completed  recruiting  800  men  and  women 
with  mild  to  moderate  loss  of  kidney  function  in  the  fifteen 
medical  centers  located  throughout  the  U.S.    The  response  from 
private  physicians  to  patient  recruitment  in  this  clinical  trial 
has  been  outstanding.    Over  one-half  of  the  MDRD  participants  were 
referred  to  the  study  by  community  physicians.    Early  results  of 
the  dietary  intervention  are  encouraging  in  that  protein  intake 
decreased  by  30  percent  to  60  percent  in  the  two  low  protein 
groups.     In  addition,  control  of  high  blood  pressure  has  been  very 
good.     Follow-up  of  study  participants  will  be  completed  by 
December  1992.    The  final  results  of  the  study  will  become 
available  during  the  summer  of  1993. 

INTERSTITIAL  CYSTITIS 

Question.    IC,  or  interstitial  cystitis,  is  a  very  painful 
bladder  disease  that  afflicts  primarily  women.    Last  year  the 
Committee  provided  additional  funding  for  research  in  this  area  and 
requested  that  a  National  Registry  be  established.    What  progress 
has  the  Institute  made  in  following  up  on  the  suggestions  made  by 
the  Committee? 

Answer.    NIDDK  has  issued  two  Requests  for  Applications  in  the 
field  of  Interstitial  Cystitis.    The  first  calls  for  investigator- 
initiated  research  proposals.    The  second  calls  for  the  development 
of  an  Interstitial  Cystitis  database.    The  database  is  a  scientific 
approach  to  a  registry,  and  was  developed  in  concert  with  the 
Interstitial  Cystitis  Association.     Both  Requests  for  Applications 
are  scheduled  for  funding  during  FY  1991. 
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END  STAGE  RENAL  DISEASE  IN  BLACKS 

Question.     End-stage  renal  disease  due  to  hypertension  is  a 
major  health  problem  among  Black  Americans.     In  fact,  I  understand 
that  the  incidence  rate  of  End-stage  renal  disease  with  a  diagnosis 
or  cause  of  hypertension  was  6.5  times  greater  in  blacks  Chan 
whites.    What  is  known  about  the  prospects  for  reducing  End-stage 
renal  disease  by  controlling  hypertension? 

Answer.     Studies  at  a  George  M.  O'Brien  Kidney  and  Urology 
Research  Center  have  shown  that  Blacks  are  twice  as  likely  as 
Whites  to  demonstrate  progression  towards  renal  failure,  despite 
good  blood  pressure  control.    The  findings  strongly  point  to  the 
need  for  early  detection  of  hypertension  and  more  creative  ways  to 
treat  it.    This  is  especially  important  for  individuals  who  are  at 
high  risk,  and  are  thus  susceptible  to  hypertension  and  renal 
damage.     Studies  are  in  progress  which  may  further  the 
understanding  of  the  consequences  of  hypertension.    These  include 
interactions  between  angiotensin  II  and  norepinephrine,  and 
hormonal  interaction  in  control  of  sodium  chloride  reabsorption. 
Both  studies  involve  the  use  of  special  animal  models,  and  are 
expected  to  yield  new  insights  into  the  causes  and  possible 
outcomes  of  hypertensive  renal  disease. 

OSTEOPOROSIS  DRUG 

Question.    During  the  past  year  there  has  been  considerable 
media  coverage  of  a  two  year  industry  supported  study  of  more  than 
four  hundred  post-menopausal  women  that  showed  that  administration 
of  the  drug  "etidronate"  for  fourteen  days  followed  by  calcium  for 
76  days  reversed  bone  loss.    Has  your  Institute  evaluated  this 
treatment?    What  is  your  research  agenda  in  the  area  of 
Osteoporosis? 

Answer.    NIDDK  provides  major  support  for  biomedical  research 
on  osteoporosis.     Hormones  are  major  factors  in  the  regulation  of 
bone  formation  and  bone  loss.    As  the  institute  with  lead 
responsibility  for  endocrine  (hormone)  research,  the  NIDDK  plays  a 
pivotal  role  in  supporting  studies  of  bone-active  hormones  and 
growth  factors.     The  NIDDK  also  supports  a  large  body  of  research 
into  calcium  absorption  and  bioavailability  as  well  as  research 
aimed  at  understanding  how  vitamin  D  affects  bone.     Although  NIDDK 
has  not  evaluated  etidronate  therapy,  previous  research  supported 
by  the  Institute  on  the  effects  of  the  closely  related 
pyrophosphate  was  instrumental  in  the  development  of 
bisphosphonates  such  as  etidronate.     Similarly,  NIDDK  anticipates 
other  novel  therapies  will  arise  from  its  ongoing  basic  research  on 
hormones  and  growth  factors  which  regulate  bone  formation.  For 
example,  NIDDK  is  supporting  a  new  clinical  trial  evaluating 
parathyroid  hormone  in  the  treatment  strategy  for  osteoporosis. 

The  NIDDK  recently  sponsored  a  Consensus  Development 
Conference  on  the  "Diagnosis  and  Management  of  Asymptomatic  Primary 
Hyperparathyroidism."    The  conference  established  guidelines  for 
detection  and  prevention  of  silent  organ  damage,  particularly 
progressive  bone  loss,  in  this  disorder  which  affects  100,000  new 
patients  each  year  in  the  United  States.    The  NIDDK  is  among  those 
NIH  institutes  supporting  the  Postmenopausal  Estrogen/Progestin 
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Intervention  clinical  trial,  which  will  provide  important  data  on 
the  risks  and  benefits  of  the  most  effective  measure  to  prevent 
osteoporosis.    NIDDK  has  joined  with  NIAMS  in  issuing  two  new  RFAs 
soliciting  basic  and  clinical  research  on  osteoporosis  and  expects 
to  expand  what  already  constitutes  a  major  portfolio  of  research  in 
this  area. 

GENETICS  OF  KIDNEY  DISEASE 

Question.    Doctor,  this  past  year,  we  heard  about  the 
identification  of  the  gene  that  is  responsible  for  causing  Alport 
Syndrome.    What  can  you  tell  us  about  this  finding,  and  what  are 
its  implications? 

Answer.    NIDDK  investigators  at  the  University  of  Utah  School 
of  Medicine  have  identified  the  gene  and  mutations  responsible  for 
the  glomerular  basement  membrane  defect  which  causes  the  Alport 
syndrome,  to  the  chromosomal  region  Xq22.    This  represents  the 
first  cloning  of  a  gene  for  any  kidney  disease,  as  well  as  the 
first  example  of  a  genetic  glomerular  basement  membrane  defect 
resulting  in  kidney  disease.    Until  now,  the  lack  of  satisfactory 
markers  for  Alport  syndrome  has  greatly  hampered  diagnosis  and  may 
have  resulted  in  substantial  underdiagnosis .    Therefore,  the  true 
incidence  and  prevalence  of  Alport  syndrome  may  only  be  known  when 
systematic  searches  using  reliable  diagnostic  markers  are 
performed.     In  addition  to  improving  diagnostic  efforts,  both  in 
Alport  syndrome  as  well  as  in  other  kidney  diseases,  the  gene 
isolation  and  determination  of  specific  mutations  has  implications 
for  future  treatment  and/or  prevention  of  the  disease.  In 
addition,  knowledge  of  the  identity  of  the  defective  gene  opens  the 
possibility  for  gene  therapy  in  which  the  effect  of  a  defective 
gene  could  be  directly  masked.    Research  can  focus  into  the  design 
of  appropriate  therapeutic  strategies,  since  it  may  now  be  possible 
to  devise  forms  of  effective  treatment,  or  even  gene  replacement 
therapy,  for  the  serious  forms  of  Alport  syndrome. 

POLYCYSTIC  KIDNEY  DISEASE 

Question.    Over  a  half  million  Americans  have  polycystic 
kidney  disease.    What  is  your  Institute  doing  to  help  combat  this 
serious  disease? 

Answer.    The  NIDDK  has  been  working  closely  with  the  lay  and 
scientific  community  interest  in  Polycystic  Kidney  Disease  (PKD)  to 
promote  research  and  to  increase  the  basic  knowledge  on  all  aspects 
of  the  disease.     It  is  an  inherited  disorder  which  affects  500,000 
Americans,  and  7,000  new  patients  are  recognized  each  year.  It 
ranks  first  among  the  inherited  and  congenital  conditions  leading 
to  end-stage  renal  disease  and  ranks  fourth  (behind  kidney  disease 
of  diabetes  mellitus,  hypertension  and  glomerulonephritis)  as  a 
primary  cause  of  end-stage  renal  disease  and  as  a  basic  diagnosis 
among  newly  identified  end-stage  renal  disease  patients.    Males  and 
females  are  affected  equally,  and  its  worldwide  distribution 
appears  to  demonstrate  that  it  affects  all  races.    To  address  these 
issues  a  Request  for  Research  Grant  Applications  was  issued  earlier 
this  year,  inviting  investigations  directed  at  defining  and  further 
characterizing  the  etiology  and  pathogenesis  of  PKD.    The  deadline 
for  receipt  of  applications  is  April  25,  1991.     It  is  anticipated 
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that  given  the  sophisticated  research  technology  currently 
available,  coupled  with  possible  applications  of  emerging  new 
knowledge,  major  progress  can  be  attained  in  this  area  in  the  near 
future . 

KIDNEY  DISEASE  AND  HYPERTENSION  IN  BLACKS 

Question.     We  understand  from  your  opening  statement  that 
NIDDK  has  a  plan  for  a  pilot  study  on  kidney  disease  and 
hypertension  in  blacks.     Can  you  tell  us  more  about  it? 

Answer.     A  Request  for  Applications  for  a  pilot  study  on 
"Kidney  Disease  and  Hypertension  in  Blacks"  will  be  shortly 
released  by  NIDDK.     The  purpose  of  this  pilot  study  is  to  test  the 
feasibility  of  conducting  a  full-scale  randomized  clinical  trial  on 
the  best  approach  to  therapy  for  lowering  high  blood  pressure  in 
persons  with  chronic  renal  failure  due  to  hypertension.     Since  end- 
stage  renal  disease  in  hypertension  is  6  1/2  times  more  common 
among  blacks  than  whites,  at  least  seventy  percent  of  the 
participants  in  the  study  will  be  black.     The  pilot  study  will 
begin  in  the  Spring  of  1992  and  continue  for  nearly  three  years. 
Upon  completion  of  the  pilot  study,  a  decision  will  be  made  as  to 
whether  a  full-scale  study  will  be  undertaken.     The  full-scale 
study  would  take  an  additional  seven  years  to  complete. 

KIDNEY  DISEASE  OF  DIABETES  MELLITUS 

Question.     Can  you  tell  us  what  research  progress  is  being 
made  on  kidney  disease  of  diabetes? 

Answer.     In  1987,  the  Institute  began  a  major  new  initiative 
in  "Kidney  Disease  of  Diabetes  Mellitus."    As  a  result  of  this 
initiative,  NIDDK  funding  in  this  area  has  increased  about  six- 
fold, from  about  $1.7  million  in  1986  to  approximately  $10.6 
million  in  1990.     In  1990,  the  Institute  again  increased  funding 
for  this  area  to  sustain  an  initiative  begun  in  1987.     New  awards 
have  been  made,  including  one  focused  on  kidney  disease  of  diabetes 
mellitus  (KDDM)  in  Native  Americans.     In  addition,  a  new  initiative 
on  KDDM  in  Blacks  with  adult  onset  diabetes  mellitus  is  being 
planned.    Researchers  have  found  that  a  reduction  in  blood  pressure 
within  the  kidney  may  be  one  means  to  arrest  kidney  disease  in 
diabetics.     A  new  method  for  assessing  kidney  function  has  been 
developed  by  NIDDK-sponsored  investigators.     The  method,  measuring 
renal  clearance  using  any  one  of  three  radioisotope  markers  is  now 
being  used  to  assess  renal  function  in  all  current  clinical  trials 
and  in  the  study  of  kidney  disease  in  the  Pima  Indians.  Institute- 
sponsored  animal  studies  have  also  shown  that  the  progressive 
kidney  damage  often  found  in  diabetics  results  from  high  blood 
pressure  levels  in  the  glomerulus.     This  research  revealed  that 
angiotensin-convert ing  enzyme  inhibitors,  drugs  that  dramatically 
reduce  glomerular  blood  pressure,  can  completely  prevent  glomerular 
disease  and  stabilize  kidney  disease  once  it  has  appeared.  This 
finding,  together  with  recent  evidence  supporting  the  value  of  a 
low-protein  diet  in  lowering  glomerular  blood  pressure,  may 
represent  a  breakthrough  in  treating  diabetics  with  kidney 
disease.    Another  group  of  NIDDK-supported  scientists  conducted  a 
series  of  animal  studies  to  learn  more  about  the  efficacy  of 
antihypertensive  therapy  in  reducing  the  progression  of  KDDM.  They 
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determined  that,  while  a  general  reduction  in  hypertension  is 
beneficial  in  slowing  the  disease,  a  specific  reduction  in  the 
blood  pressure  within  the  kidney  is  most  effective  in  reducing  the 
rate  of  KDDM  progression.     NIDDK  grantees  have  also  established 
that  high  blood  glucose  levels  in  poorly  controlled  diabetics  may 
lead  to  enhanced  water  and  sodium  absorption  in  the  kidney.  These 
scientists  believe  that  the  molecular  build-up  may  contribute  to 
the  hypertension  and  renal  hypertrophy  that  characterize  KDDM.  This 
finding,  coupled  with  recent  reports  that  diabetics  who  have  a 
family  history  of  hypertension  may  experience  a  genetic 
predisposition  to  KDDM,  provides  significant  clues  about  the  cause 
and  possible  methods  of  preventing  this  life-threatening  kidney 
disease  of  diabetes  mellitus  in  the  future. 

CYSTIC  FIBROSIS  RESEARCH  ADVANCES 

Question.    In  your  opening  statement  you  briefly  mentioned 
some  recent  progress  that  has  been  made  in  cystic  fibrosis 
research.    What  were  some  of  the  other  significant  advances  made  in 
this  area  during  the  past  year,  and  what  are  the  clinical 
implications  of  these  findings? 

Answer.     It  is  indeed  gratifying  to  the  Institute  to  see  that 
our  broad  support  of  cystic  fibrosis  research  has  produced  some 
very  exciting  results.    Other  major  advances  in  cystic  fibrosis 
research  this  past  year  include  reports  by  NIDDK  grantees  that 
direct  correlations  exist  between  CF  gene  defects  and  the  clinical 
severity  of  CF,  and  that  sophisticated  techniques  have  been 
developed  to  visualize  chloride  transport,  and  defects  thereof, 
under  the  microscope. 

The  continued  expansion  of  fundamental  knowledge  about  CF  will 
hopefully  lead  to  methods  for  bypassing  the  defective  chloride  ion 
channel  regulation  mechanism,  to  drugs  that  could  alter  the 
defective  cystic  fibrosis  transmembrane  regulator  (CFTR)  protein 
molecule,  to  gene  therapy  to  replace  the  defective  protein  with  a 
normal  molecule,  to  improved  diagnostic  tests  for  the  CF  gene,  and 
to  techniques  for  replacing  CFTR  directly.     We  are  confident  that, 
ultimately,  knowledge  in  these  areas  will  translate  into  improved 
health  for  CF  patients. 

CYSTIC  FIBROSIS  RESEARCH  EFFORTS 

Question.    We  know  the  NIDDK  is  strongly  committed  to  cystic 
fibrosis  research,  leading  to  an  effective  treatment,  and  hopefully 
the  prevention,  of  this  disease.    What  has  your  Institute  done  this 
past  year  to  help  progress  toward  these  goals? 

Answer.    NIDDK  and  the  Cystic  Fibrosis  Foundation  jointly  • 
issued  a  Request  for  Applications  on  the  molecular  basis  of  CF. 
The  outstanding  applications  received  in  response  to  this 
solicitation  will  significantly  expand  the  national  research  effort 
directed  at  CF.    NIDDK  also  issued  a  "Cystic  Fibrosis  Core  Center 
Grant"  RFA  in  early  1990.    NIDDK  anticipated  receipt  of  a  competing 
continuation  application  from  the  existing  Core  Center,  and  invited 
other  competing  applications  for  a  single  Core  Center  grant  to  be 
awarded  in  Fiscal  Year  1991.    The  existing  Core  Center  at  Case 
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Western  Reserve  Medical  School  was  judged  to  be  outstanding  and 
will  receive  continued  support. 

The  NIDDK  supported  a  number  of  important  conferences  related 
to  CF.    The  1990  NIDDK  "Fifth  Annual  Cystic  Fibrosis  Lecture 
Series:    Recent  Developments  and  New  Trends  in  the  Study  of  Cystic 
Fibrosis"  brought  leaders  in  CF  research  to  NIH  for  a  stellar 
series  of  lectures.    NIDDK  organized  a  workshop  on  "Current  Issues 
in  Screening  for  Cystic  Fibrosis."    The  purpose  of  this  workshop 
was  to  formulate  a  scientific  statement  to  guide  the  introduction 
of  carrier  testing  for  cystic  fibrosis  into  general  medical 
practice.    The  statement  developed  was  published  in  the  New  England 
Journal  of  Medicine.    The  NIDDK  and  the  Cystic  Fibrosis  Foundation 
cosponsored  a  workshop  "Drug  Needs  for  Cystic  Fibrosis"  held  at  NIH 
on  May  2,  1990,  to  foster  interaction  between  academia  and  industry 
in  developing  new  pharmaceutical  approaches  to  the  treatment  of  CF. 

The  NIDDK  and  the  Cystic  Fibrosis  Foundation  jointly  sponsor  a 
fellowship  program  that  provides  training,  at  the  NIH,  for 
qualified  physicians  in  research  careers  relevant  to  cystic  ^ 
fibrosis.    This  program  focuses  on  molecular  genetics, 
ultrastructure,  biochemistry,  pharmacology,  embryology  of  ion 
channels,  mucins,  and  secretory  processes. 

CYSTIC  FIBROSIS  REQUEST  FOR  APPLICATIONS 

Question.    Your  Institute  released  a  Request  for  Applications 
this  past  year  for  research  on  cystic  fibrosis.    What  were  the 
results  of  this  RFA? 

Answer.    In  an  innovative  joint  effort,  the  NIDDK  and  the 
Cystic  Fibrosis  Foundation  solicited  investigator-initiated 
research  grant  applications  to  define  and  characterize  the 
molecular  pathophysiology  of  cystic  fibrosis.    With  the  ultimate 
goal  of  developing  effective  new  therapy  for  the  disorder,  the 
solicitation  was  intended  to  capitalize  on  the  recent 
identification  of  the  CF  gene,  the  cystic  fibrosis  transmembrane 
regulator  (CFTR)  protein  encoded  by  this  gene,  and  the  major 
mutation  responsible  for  the  defective  function  of  this  protein  in 
CF. 

A  total  of  63  applications  were  received  in  response  to  the 
RFA  of  which  the  NIDDK  intends  to  fund  13  at  an  approximate  total 
cost  of  $2.1  million  in  FY  1991.    The  Cystic  Fibrosis  Foundation 
will  provide  more  limited  funding  for  a  similar  number  of 
meritorious  grants  beyond  those  to  be  funded  by  NIDDK.  The 
applications  to  be  funded  were  of  very  high  quality  and  should 
contribute  substantially  to  progress  in  understanding  and  treating 
cystic  fibrosis. 

Question.    Judging  from  the  response  to  your  latest  RFA  for 
CF,  and  the  fact  that  you  are  unable  to  fund  many  scientifically 
meritorious  applications,  it  appears  we  are  not  taking  full 
advantage  of  this  country's  research  potential  in  this  area.  What 
is  your  assessment,  and  what  are  some  of  the  scientific 
opportunities  in  cystic  fibrosis  research? 
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Answer.     In  recent  years  we  have  vastly  expanded  our 
understanding  of  the  pathogenesis  of  CF  and  at  the  same  time 
improved  the  length  and  quality  of  life  of  patients  afflicted  with 
CF.     We  need  to  expand  on  this  progress  to  develop  effective 
therapy  targeted  at  the  bas^ic  defect  in  CF.     Both  gene  therapy  and 
pharmacologic  therapies  offer  promise  in  this  regard.    Several  of 
our  investigators,  as  well  as  a  member  of  our  National  Advisory 
Council,  have  expressed  interest  in  the  establishment  of  gene 
therapy  centers,  in  which  cystic  fibrosis  research  would  be  a 
cornertone.    Because  so  much  progress  in  CF  has  resulted  from  the 
application  of  advances  in  basic  molecular  and  cell  biology  to 
understanding  CF,  I  believe  it  is  essential  to  provide  adequate 
support  for  this  basic  research.    Thus  NIDDK  is  supporting  research 
directly  aimed  at  developing  techniques  for  gene  therapy  in  CF  and 
also  a  broader  array  of  projects  to  resolve  obstacles  to  progress 
in  gene  therapy.    Many  questions  remain  about  molecular  mechanisms 
of  normal  and  aberrant  chloride  transport  characteristic  of  CF. 
Elucidation  at  the  molecular  level  of  the  structure  and  function  of 
elements  of  membrane  transport  systems  offers  the  key  to  rational 
drug  design  targeted  at  the  basic  defect. 

KIDNEY  INITIATIVES  AND  ADVANCES 

Question.    Over  13  million  Americans  suffer  from  various 
kidney  diseases  and  last  year  over  250,000  people  died  from  kidney 
and  related  diseases.    Kidney  diseases  are  among  the  nation's  most 
acute  and  growing  public  health  problems.    As  a  result  the  Congress 
encouraged  the  NIDDK  to  place  a  special  priority  on  research 
initiatives  investigation  in  the  area  of  kidney  and  related 
diseases.    Can  you  tell  me  what  has  been  done  in  response  to 
Congress'  request?    V/hat  is  being  done  at  improving  the 
understanding  and  treatment  of  kidney  diseases? 

Answer.    There  have  been  NIDDK  initiatives  in  the  areas  of 
I  End-Stage  Renal  Disease,  Progression  in  Kidney  Disease,  and  Basic 
\Research  in  Kidney  Disease.    The  initiative  directed  at  the  causes 
of  dialysis  morbidity  and  mortality  is  the  newest  activity.  The 
initial  work  was  the  development  of  a  database  on  which  to  develop 
the  appropriate  research  strategies.    This  resource  is  called  the 
United  States  Renal  Data  System.    The  second  is  to  evaluate 
dialysis  and  transplantation  technologies  since  the  mortality  rate 
for  hemodialysis  patients  remains  at  nearly  20  percent  annually,  an 
unacceptably  high  rate.    In  addition,  fewer  than  60  percent  of 
renal  transplants  are  functioning  five  years  after  placement;  and 
the  patients  must  return  to  dialysis  or  receive  another 
transplant.    For  these  reasons,  a  five-year  research  research  plan 
was  developed  which  begins  with  a  consensus  meeting  on  dialysis 
therapy  in  FY  1992.    This  will  be  followed  by  a  research 
solicitation. 

A  group  of  clinically  relevant  studies  are  directed  at  the 
intervention,  or  slowing,  of  renal  disease  progression  to  complete 
renal  failure.    Two  studies  are  directed  at  the  control  of  blood 
pressure  in  diabetics,  and  one  addresses  the  efficacy  of 
controlling  dietary  protein  intake  and  blood  pressure.    A  third 
group  of  clinical  studies  are  the  effect  of  the  strict  control  of 
blood  glucose  on  the  development  of  kidney  disease  in  juvenile 
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diabetics  and  the  natural  history  of  diabetes  mellitus  in  the 
Native  American  population  (Pima  Indians). 

Finally,  we  are  pursuing  an  active  basic  research  program  into 
the  causes  and  consequences  of  renal  diseases,  including  polycystic 
kidney  disease,  kidney  disease  of  diabetes  mellitus,  genetic  kidney 
diseases,  hypertension  and  kidney  disease  in  minorities,  and  acute 
renal  failure  due  to  toxic  or  circulatory  injuries. 

RECOMMENDATION  OF  THE  NATIONAL  KIDNEY  AND  UROLOGIC  DISEASES 
ADVISORY  BOARD 

Question.    Last  year  over  250,000  people  died  from  kidney  and 
related  diseases.    In  your  professional  opinion,  to  increase 
funding  for  kidney  disease  funding,  how  much  would  be  necessary? 
How  would  that  money  be  spent? 

Answer.    The  National  Kidney  and  Urologic  Diseases  Advisory 
Board  recommended  the  following:     (1)  Increase  NRSA  funds  by  $8 
million  annually,  (2)  Increase  Career  Development  Awards  by  $5 
million  annually,  (3)  Increase  the  Research  Grant  Budget  by  $46 
million  annually,  (A)  Increase  the  number  of  George  O'Brien 
research  centers  to  18,  costing  $15  million  annually,  and  (5) 
Increase  the  effort  in  clinical  trials  research,  costing  $20 
million  annually. 

GEORGE  O'BRIEN  KIDNEY  CENTERS 

Question.    The  NIDDK  currently  supports  six  George  O'Brien 
Kidney  and  Urology  Research  Centers.    In  1991,  the  NIDDK 
established  a  multidisciplinary  Research  Center  of  Excellence  in 
Pediatric  Nephrology  and  Urology.    At  the  current  time  do  existing 
research  opportunities  warrant  new  centers,  and  if  so,  in  what 
areas  would  the  NIDDK  focus  research  efforts  on? 

Answer.    There  is  a  major  need  to  extend  and  expand  research 
into  the  basic  causes  of  prostate  diseases.    At  the  present  time 
prostate  diseases  account  for  the  most  common  causes  of  surgical 
intervention  in  adult  males,  and  the  incidence  continues  to 
increase  as  the  population  ages.    Minority  populations  are  at 
substantially  increased  risk  for  prostate  diseases.    For  these 
reasons  research  on  the  basic  aspects  of  prostate  growth  and 
function  is  imperative.    There  is  now  only  one  center  dedicated  to 
research  on  prostate  diseases.    In  that  center  there  have  been 
several  significant  research  advances  made  over  its  short  three 
year  history.    These  include  the  isolation  of  a  factor  in  the  fluid 
derived  from  the  testis  that  promotes  excess  prostate  growth,  and 
the  isolation  of  the  cellular  elements  of  the  prostate  and  ability 
to  grow  them  in  culture  so  that  further  studies  can  be  quickly  ■ 
done.    This  demonstrates  that  the  state  of  the  basic  science 
knowledge  and  expertise  is  now  at  a  state  that  significant  new 
advances  can  be  made  if  new  research  centers  on  prostate  were  to  be 
initiated.    The  American  Urology  Association  has  recognized  this 
need,  as  well,  and  has  this  as  its  top  priority  for  the  next  few 
years. 
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INFLAMMATORY  BOWEL  DISEASE 

Question.     Last  year  the  Committee  added  $2,000,000  for 
research  in  inflammatory  bowel  disease — Crohn's  disease  and 
ulcerative  colitis.     What  activities  have  been  supported  with  this 
additional  funding? 

Inflammatory  bowel  disease  (IBD)  research  has  benefited 
greatly  from  the  infusion  of  the  funds  which  the  Committee 
provided.    With  this  assistance,  the  division  was  able  to  provide 
additional  support  to  several  of  our  Digestive  Diseases  Centers, 
which  conduct  IBD  research.    Among  new  research  projects  submitted 
during  FY  1991,  we  were  able  to  fund  three  outstanding  grants.  In 
addition,  we  were  able  to  fund  several  investigators  whose 
applications  had  received  excellent  priority  scores  but  were  not  in 
the  normal  fundable  range. 

Is  this  an  area  of  research  that  is  "ripe"  for  further 
advances  if  funding  were  available? 

Last  year,  the  Institute  issued  a  program  announcement 
regarding  IBD.    The  biomedical  research  community  has  responded  by 
submitting  over  28  research  grant  (ROD  and  program  project  grant 
(POl)  applications  to  investigate  the  etiology  and  mechanisms  of 
disease  in  IBD.     It  is  clear  from  the  wide  range  of  topics  (from 
the  evaluation  of  animal  models  to  the  genetics  of  IBD)  that  many 
established  investigators  are  willing  to  focus  their  research 
activities  in  this  important  area.    Thus,  intensified  and  funded 
research  in  this  area  should  provide  important  answers  to  our 
understanding  and  treatment  of  IBD,  which  is  estimated  to  affect 
two  million  Americans. 

Question.    Do  you  have  ongoing  contact  with  the  Crohn's  and 
Colitis  Foundation  of  America  (formerly  the  National  Foundation  for 
Ileitis  and  Colitis)  so  that  research  advances  can  be  communicated 
to  the  patient  population  through  newsletters,  support  groups,  and 
educational  programs  sponsored  by  such  voluntary  health  agencies? 

Answer.     Over  the  years,  the  Division  of  Digestive  Diseases 
and  Nutrition  (DDDN)  has  been  in  the  process  of  building  a  very 
cooperative  relationship  with  the  Crohn's  and  Colitis  Foundation  of 
America  (CCF)  (formerly  with  NFIC).     In  1989,  the  National 
Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK) 
held  a  workshop  on  Inflammatory  Bowel  Disease  (IBD)  to  discuss  the 
future  research  agenda.    The  CCF  was  invited  and  many  members  of 
that  organization  presented  information  which  has  been  used  as  a 
blueprint  for  program  planning  of  the  division.     In  addition,  the 
NIDDK-supported  National  Digestive  Diseases  Information 
Clearinghouse  provides  a  central  point  for  the  exchange  of 
information  among  professional  organizations,  foundations,  and 
voluntary  health  organizations  involved  with  digestive  diseases, 
including  inflammatory  bowel  disease.    A  database  of  materials 
produced  by  voluntary  and  professional  organizations,  hospitals, 
manufacturers,  government  agencies,  and  a  variety  of  other  sources 
has  been  created  and  is  available  through  the  Combined  Health 
Information  Database. 
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FOCUS  FOR  NUTRITION  RESEARCH 

Question.     It  has  been  stated  that  five  of  the  10  leading 
causes  of  death  have  been  associated  with  dietary  habits  (U.S. 
Dept.  of  Health  and  Human  Services,  The  Surgeon  General's  Report  on 
Nutrition  and  Health,  1988).     In  fact,  it  is  believed  that  some  30 
percent  to  60  percent  of  all  cancers  may  be  associated  with  diet 
(National  Research  Council,  Diet,  Nutrition  and  Cancer,  1982), 
Given  this  close  relationship  of  diet  and  nutrition  to  human 
disease,  it  is  surprising  to  find  that  there  is  no  clear  focus  for 
nutritional  research  at  NIH.    Can  you  explain  why  this  is  the  case? 

Answer.    There  is  a  clear  focus  for  nutrition  research 
provided  by  the  NIH  Nutrition  Coordinating  Committee,  which  is  a 
catalyst  for  trans-NIH  meetings,  conferences,  and  research 
solicitations  in  this  field,  as  well  as  the  mechanism  for  providing 
a  cross-fertilization  and  interchange  of  research  activities  and 
plans  among  the  institutes.    Primary  research  activity  in  nutrition 
remains  at  the  institute  level,  consistent  with  the  research 
orientation  of  each  NIH  component.     For  example,  nutrition  research 
as  it  relates  to  cancer  is  funded  by  the  National  Cancer 
Institute.     Similarly,  nutrition  research  as  it  relates  to  heart 
disease  is  funded  by  the  National  Heart,  Lung  and  Blood 
Institute.     Fundamental  nutrition  research  in  such  areas  as 
nutrient  metabolism  is  funded  by  the  National  Institute  of  Diabetes 
and  Digestive  and  Kidney  Diseases.    We  believe  this  organizational 
approach  is  the  most  appropriate  one  for  nutrition  research.     In  FY 
1992,  15  NIH  components  will  collectively  spend  approximately 
$323.2  million  on  nutrition  research. 

OBESITY  RESEARCH 

Question.    Obesity  appears  to  figure  importantly  as  one  of  the 
chief  nutritional  disabilities  provoking  untimely  death  from 
diabetes,  heart  disease  and  other  ailments.    The  NIH,  some  years 
ago,  played  a  central  role  in  pointing  out  the  importance  of 
obesity  in  a  Consensus  Conference.    Yet,  treatment  appears  to  be  of 
uncertain  quality  and  non  uniformly  helpful.    Why  has  NIH  not  had 
an  additional  Consensus  Conference  to  inform  the  medical  profession 
and  the  Ameerican  public  on  what  constitutes  optimum  treatment? 
Shouldn't  the  medical  profession  and  American  public  know  whether 
there  is  a  recommended  treatment? 

Answer.     I'm  pleased  to  tell  you  that  the  NIH  sponsored  a 
Consensus  Development  Conference  on  "Gastrointestinal  Surgery  for 
Severe  Obesity"  on  March  25-27,  1991.  This  conference  evaluated  the 
objective  data  for  new  surgical  procedures  developed  in  the  last  10 
to  15  years,  which  use  principles  of  reduction  of  gastric  volume, 
intestinal  malabsorption,  or  both.    Refinements  in  these  procedures 
have  led  to  reports  of  successful  results  superior  to  those  seen 
with  the  earlier  intestinal  bypass  operations.     In  addition,  the 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  is 
in  the  process  of  establishing  a  National  Task  Force  on  the 
Prevention  and  Treatment  of  Obesity.     Comprised  of  eminent 
scientific  experts,  this  Task  Force  will  review  the  current  state- 
of-the-science  from  a  clinical  perspective  and  develop  a  consensus 
about  preventive  and  therapeutic  approaches.    The  Task  Force  will 
also  identify  issues  for  future  clinical  study.    At  the  same  time, 
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the  NHLBI  is  exploring  the  possibility  of  establishing  a  new 
program  that  would  focus  on  obesity  as  a  risk  factor  for 
hypertension.     The  Nutrition  Coordinating  Committee  is  also  very 
active  with  respect  to  obesity.     It  has  established  a  Work  Group  on 
Obesity  that  has  met  monthly  since  last  June;  is  planning  a  major 
conference  on  obesity  for  1991;  developing  Requests  for 
Applications,  Requests  for  Proposals,  and  Program  Announcements 
related  to  obesity;  and  focusing  special  attention  on  prevention  of 
obesity  in  its  annual  report.     I  think  that  all  of  these  efforts 
are  contributing  to  a  greater  understanding  of  obesity  and  its 
treatment  and  prevention,  and  that  the  American  public  will  benefit 
as  a  result. 

-       ^  OBESITY  PREVENTION  RESEARCH 

"Question.     Isn't  there  more  to  nutrition  than  simply  cajoling 
people  to  eat  a  different  diet?     Is  there  no  scientific  base  that 
can  be  generated  by  clinical  investigation  which  will  determine  how 
diseases  such  as  obesity  can  be  prevented? 

Answer.     I  agree  that  we  need  to  have  some  general  guiding 
principles  about  the  treatment  and  prevention  of  obesity  and  that 
these  principles  need  to  have  a  sound  scientific  basis.  Developing 
such  principles  is  one  of  the  major  objectives  of  a  new  National 
Task  Force  on  the  Prevention  and  Treatment  of  Obesity,  which  the 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  is 
in  the  process  of  establishing. 

GENETIC/METABOLIC  FACTORS  IN  NUTRITION 

Question.     What  are  the  NIH  initiatives  to  bring  modern 
molecular  biologic  science  into  nutrition? 

Answer,     The  techniques  of  modern  molecular  biology  are  being 
applied  to  nutrition  research  in  many  ways.     One  avenue  is  the 
study  of  genetics  in  obesity,  along  with  the  search  for  metabolic 
factors  that  may  regulate  the  storage  of  fat  at  the  cellular  and 
molecular  levels.     The  National  Institute  of  Diabetes  and  Digestive 
and  Kidney  Diseases  is  in  the  forefront  of  fundamental  research  in 
these  areas.     Recently,  the  NIDDK  and  the  NICHD  issued  a  joint 
solicitation  to  encourage  additional  research  grants  on  the  genetic 
and  metabolic  factors  associated  with  the  development  of  obesity  in 
childhood,  adolescence  and  adulthood.     In  addition,  research 
efforts  would  focus  on  genetic  and  metabolic  factors  discernible  in 
childhood  that  predict  the  onset  of  obesity  later  in  life. 
Applications  received  in  response  to  this  RFA  have  now  received 
initial  review,  and  pending  secondary  review,  it  is  expected  that 
several  will  be  funded. 

NUTRITION  RESEARCH  TRAINING 

Question.     Are  there  a  pool  of  physicians  who  are  trained  to 
do  research  in  nutrition?     Are  these  physicians  learning  modern 
scientific  skills  in  molecular  biology? 

Answer.     Yes,  there  is  such  a  pool,  but  it  would  benefit  from 
expansion.     To  this  end,  the  National  Institute  of  Diabetes  and 
Digestive  and  Kidney  Diseases  has  taken  the  initiative  in 
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soliciting  additional  research  trainees  in  the  nutrition  sciences 
through  publication  of  annual  Requests  for  Applications.     Two  such 
solicitations  have  been  issued,  and  a  third  will  be  published  in 
1991,  which  will  specifically  encourage  applications  for  career 
awards  and  fellowships.     During  FY  1990,  three  new  institutional 
training  grants  were  awarded,  which  will  enable  institutions  to 
offer  support  to  promising  individuals  for  pre-  and  postdoctoral 
training.    In  addition,  an  institutional  Physician  Scientist  Award 
to  support  newly  trained  clinicians  was  made.    Another  excellent 
way  in  which  physicians  can  learn  about  molecular  biology  as  it 
applies  to  nutrition  is  through  the  Clinical  Nutrition  Research 
Unit  (CNRU)  program.    The  NIH  supports  eight  CNRUs — five  funded  by 
the  National  Institute  of  Diabetes  and  Digestive  and  Kidney 
Diseases  and  three  funded  by  the  National  Cancer  Institute.  These 
CNRUs  provide  support  for  long-term  multidisciplinary  programs  of 
research  in  critical  health  problem  areas,  as  well  as  provide  an 
excellent  environment  for  training  new  investigators. 

INTRAMURAL  NUTRITION  RESEARCH 

Question.    Can  you  describe  the  intramural  aspects  of  the  MIH 
program  as  related  to  problems  of  nutrition.    Specifically,  are 
there  activities  at  your  institute  that  involve  the  clinical  center 
and  studies  of  human  nutrition? 

Answer.    The  major  focus  of  NIH-supported  nutrition  research 
is  extramural.    The  NIH  intramural  program  is  carried  out  on  the 
Bethesda,  Maryland,  campus  primarily  at  the  Warren  Grant  Magnuson 
Clinical  Center.    Exceptions  are  the  programs  of  the  National 
Cancer  Institute,  the  National  Institute  on  Aging,  and  the  National 
Institute  of  Environmental  Health  Sciences,  which  are  conducted  in 
laboratories  off  campus.    The  Nutrition  Department  of  the  Clinical 
Center  implements  nutrition  components  of  protocols  generated  by 
the  various  Institutes  through  collaborations  between  dietitians 
and  clinical  investigators.     Implementation  of  protocol 
requirements  includes  provision  of  controlled  nutrient  intakes  for 
various  disease  states  and  for  drug-related  studies.     Test  diets 
are  provided,  either  as  an  integral  part  of  a  protocol  or  as  a 
diagnostic  procedure.     Other  research-related  activities  include 
obtaining  anthropometric  measurements  to  assess  body  composition^ 
diet  counseling  for  protocol-specific  diets  with  subsequent 
determination  of  compliance,  development  and  implementation  of 
nutrition-education  classes  to  support  protocol  requirements, 
development  of  questionnaires  to  assess  dietary  intake  patterns, 
and  provision  of  dietary  regimens  for  studies  requiring  assessment 
j  of  appetite  in  relation  to  specific  drug  therapies. 

The  intramural  research  activities  supported  by  the  NIDDK 
primarily  include  basic  and  clinical  research  on  metabolism, 
endocrinology,  hematology,  digestive  diseases,  diabetes,  and 
genetics.    Studies  in  the  Pima  Indian  population  at  the  NIDDK 
Phoenix  Epidemiology  and  Clinical  Research  Branch,  supported  at  an 
annual  rate  of  approximately  $5  million,  are  aimed  at  unravelling 
j   the  reasons  behind  the  extraordinarily  high  prevalence  of 
I  noninsulin-dependent  diabetes  mellitus  (NIDDM)  and  obesity  in  this 
I  population.     Studies  among  the  Pima  have  revealed  that  the  resting 
I  metabolic  rate  (RMR)  is  a  familial  trait,  which  may  be  linked  to  a 
single  genetic  defect,  and  that  a  low  RMR  may  be  predictive  of  body 
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weight  gain.     Several  years  ago,  NIDDK  intramural  researchers 
constructed  a  human  respiratory  chamber  to  permit  the  measurement 
of  daily  caloric  expenditure  and  its  components,  in  humans.  As 
with  the  ElMR,  a  significant  variability  in  the  24-hour  metabolic 
rate  also  appears  to  be  a  familial  trait.     Continuing  research  on 
the  genetic  and  metabolic  factors  related  to  NIDDM  in  the  Pima  may 
elucidate  the  disease  process  in  other  groups. 

DIABETES  INTRAMURAL  RESEARCH 

Question.     I  understand  that  the  excellent  laboratories  in 
Phoenix,  Arizona  study  problems  of  diabetes,  and  to  a  limited 
extent,  problems  of  human  obesity.    Are  there  no  similar  activities 
on  the  Bethesda  campus? 

Answer.    NIDDK  Intramural  researchers  on  the  Bethesda  campus 
of  the  NIU  are  examining  how  fat  is  metabolized  by  studying  the 
genes,  enzymes,  and  hormones  involved  in  fat  cell  metabolism.  They 
are  studying  the  possible  effects  of  hormone  action  on  human  fat 
distribution,  which  is  reported  to  have  major  health  effects,  and 
have  also  determined  a  possible  role  for  one  enzyme  in  the  wasting 
that  occurs  in  tumor  patients.     In  relation  to  obesity  and 
diabetes,  investigators  are  also  focusing  on  glucose  transporters — 
specialized  proteins  that  convey  sugar  from  outside  the  cell  into 
its  interior  where  it  can  be  used  to  produce  energy.     In  both 
diabetes  and  obesity,  the  number  of  such  proteins  stored  by  cells 
is  markedly  reduced. 

OBESITY  -  RESEARCH  CENTERS 

Question.     Since  there  is  only  one  NIH-funded  Obesity  Research 
Center,  would  it  not  be  wise  to  consider  creating  more  obesity 
centers  either  intra-  or  extramurally? 

Answer,     The  existing  Obesity  Research  Center  funded  by  the 
National  Institute  of  Diabe.tes  and  Digestive  and  Kidney  Diseases  is 
making  valuable  contributions  to  our  scientific  understanding  of 
obesity.    Additional  centers  would  certainly  strengthen  our  obesity 
program. 

CLINICAL  NUTRITION  RESEARCH  UNITS 

Question.     Are  the  Clinical  Nutrition  Research  Units  now 
funded  by  NIH  good  vehicles  for  bringing  physicians  and  medical 
students  into  high  quality  research  in  human  nutrition? 

Answer.    The  C'inical  Nutrition  Research  Units  (CNRUs) 
contribute  enormously  to  the  field  of  nutrition  research,  both  in 
terms  of  promoting  high  quality  research  in  clinical  nutrition  and 
in  exposing  young  investigators  to  the  importance  of  nutrition  in 
health  and  disease.    CNRUs  are  a  bridging  mechanism  for  basic  and 
clinical  research  in  the  nutrition  sciences.    Advances  in  nutrition 
derive  from  many  diverse  scientific  disciplines  and  clinical 
specialities.     In  order  to  transfer  these  scientific  advances  to 
physicians,  other  health  professionals,  and  the  public,  a  close 
interaction  among  the  areas  of  research,  health  services,  and 
education  is  essential.    The  CNRUs  provide  an  optimal  environment 
for  this  interactive  exchange. 
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A  large  number  of  deficiency  states,  consequences  of  inborn 
errors  of  metabolism,  and  food-related  diseases  are  better 
understood  now,  and  may  be  treatable,  or  preventable.  However, 
many  unanswered  questions  remain  on  the  relationship  of  diet  to 
health  and  disease,  particularly  in  cancer,  other  chronic  diseases 
and  aging.    Locating  CNRUs  in  medical  school  environments  where 
they  are  associated  with  NIH-supported  training  programs  in 
nutrition  equips  researchers  to  address  these  health  issues 
effectively.    This  structure  not  only  attracts  promising  scientists 
to  the  field  but  helps  to  establish  nutrition  as  a  discrete 
discipline  in  these  institutions.    The  CNRUs  build  upon  an 
established  base  of  already  funded  research  excellence  in  clinical 
nutrition  research  and  make  available  core  laboratories  in  areas 
such  as  metabolism  and  food  intake  to  students,  trainees,  and 
investigators.    CNRUs  also  provide  start-up  funding  for  pilot 
studies  of  new  investigators,  as  well  as  broad  educational  programs 
for  medical  students,  house  staff,  practicing  physicians,  and 
allied  health  personnel. 

For  example,  at  one  NIDDK-supported  CNRU,  a  major  theme  is  the 
nuritional  management  of  very  low  birth  weight  infants.  Until 
recently,  very  little  information  has  been  available  regarding 
vitamin  requirements  during  parenteral  feeding  of  children.  Now, 
micromethods  for  analysis  of  specific  levels  of  vitamins  and 
nutrients  have  been  developed  and  validated  at  this  center.  This 
advance  has  led  directly  to  improved  patient  care  and  insights  into 
other  health  implications  for  this  at-risk  population.    A  large 
study  on  diet  and  atherosclerosis  is  being  carried  out  at  another 
CNRU  that  examines  the  effect  of  different  levels  of  fat  content  in 
the  diet  on  cholesterol  concentrations.    These  studies  will  help  to 
show  what  level  of  decrease  in  fat  content  in  the  diet  is  important 
in  lowering  cholesterol  and  the  risk  of  heart  attack  and  stroke. 
As  these  few  examples  illustrate,  CNRUs  create  a  focus  for 
nutrition  research  that  would  not  exist  otherwise. 

NUTRITION  RESEARCH  PLANS 

Question.    Is  there  a  formal  research  plan  for  dealing  with 
the  most  pressing  issues  in  clinical  nutrition  such  as:    what  is 
the  molecular  defect  underlying  the  genetic  influence  on  human 
obesity;  what  are  the  physiologic  effects  of  the  widely  recommended 
reduction  in  fat  intake;  are  there  any  biochemical  or  other  markers 
to  determine  the  fat  intake  or  intake  of  other  nutrients  that  can 
be  used  in  evaluating  the  efficacy  of  diet;  dietary  change;  how 
important  are  infantile  or  early  childhood  nutritional  practices  on 
guiding  nutritional  behavior  in  adult  life;  are  there  suitable 
animal  models  or  other  methods  under  investigation  by  NIH  to 
analyze  the  scientific  basis  for  any  potential  relationship  of 
early  nutrition  and  later  adult  nutritional  behavior  and  health? 

Answer.    The  annual  report  of  the  NIH  Nutrition  Coordinating 
Committee  summarizes  the  ongoing  research  activities  and  plans  of 
all  of  the  various  NIH  components  that  fund  studies  in  this 
field.    The  questions  you  list  are  among  those  that  the  NIH 
institutes  are  seeking  to  answer  through  their  collective  efforts 
in  nutrition  science  research. 


920 


QUESTIONS  SUBMITTTED  BY  SENATOR  QUENTIN  N.  BURDICK 

DIABETES  INTERDISCIPLINARY  RESEARCH  PROGRAMS 

Question.     The  National  Diabetes  Advisory  Board  has 
recommended  the  establishment  of  a  new  program  to  promote  the 
integration  of  new  research  methodologies  of  basic  science  into 
diabetes  research.    Can  you  tell  us  what  is  the  status  of  this 
program? 

Answer.     In  1987,  the  National  Diabetes  Advisory  Board  (NDAB) 
formulated  a  National  Long  Range  Plan  to  Combat  Diabetes.    One  of 
their  recommendations  was  to  establish  Diabetes  Interdisciplinary 
Research  Programs  (DIRPs)  to  be  supported  by  NIDDK.    These  programs 
would  promote  the  integration  of  new  research  methodologies  into 
diabetes  research.    Young  as  well  as  established  diabetes  oriented 
scientists  would  be  given  the  opportunity  to  immerse  themselves  in 
new  technologies  at  the  cutting  edge  of  modern  science. 

In  response  to  the  NDAB  plan,  the  NIDDK  convened  several 
colloquia  on  various  aspects  of  diabetes  research.    The  discussions 
focused  on  interdisciplinary  dialogue  between  investigators  in  the 
new  and  rapidly  evolving  research  areas  of  biomedical  research 
(i.e.  molecular  biology  and  immunology)  and  in  research  areas 
related  to  diabetes.     Since  those  meetings  the  NIDDK  has  initiated 
support  for  a  few  investigator-initiated  collaborative 
interdisciplinary  research  program  projects  that  grew  from  the 
discussions  begun  at  those  colloquia. 

Most  recently,  the  NIDDK  has  issued  a  request  for  applications 
(RFA)  that  asks  for  proposals  for  DIRPs  to  be  submitted  by  mid-May, 
1991.    This  RFA  is  unique  because  it  has  been  prepared  in 
partnership  with  the  Juvenile  Diabetes  Foundation  International 
(JDFI).    The  JDFI  has  committed  themselves  to  supporting  DIRP 
proposals  that  the  NIDDK  determines  are  of  high  scientific  and 
technical  merit  but  are  unable  to  fund. 

We  are  excited  about  this  new  joint  endeavor  for  at  least  two 
reasons.    First,  successful  completion  of  this  RFA  will  demonstrate 
that  it  is  possible  to  maintain  all  NIH  standards  of  proper  grant 
application  handling  and  appraisal  while  joining  with  non-NIH 
agencies  to  improve  efficiency  and  coordination.     Second,  and  most 
important,  we  will  have  accomplished  a  significant  step  in 
improving  our  efforts  to  discover  the  new  knowledge  that  is 
necessary  if  we  are  to  make  an  impact  on  the  devastation  caused  by 
this  disease. 

JUVENILE  DIABETES 

Question.     Now  that  we  know  insulin-dependent  diabetes  is  an 
autoimmune  disease,  how  is  this  knowledge  being  used  in  your 
institute's  efforts  to  combat  diabetes? 

^  Answer.  The  knowledge  that  insulin-dependent  diabetes  (IDDM 
or  Type  1  diabetes)  is  an  autoimmune  disease  has  directed  current 
research  toward  an  emphasis  on  elucidating  how  and  why  the  immune 
system  inappropriately  attacks  the  insulin  secreting  cells  of  the 
pancreas.     We  know  that  this  immune  destruction  takes  place  over 
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years  before  diabetes  becomes  clinically  apparent.    Therefore,  the 
NIDDK  is  supporting  investigations  of  how  to  detect  this  silent 
process  at  an  early  stage.     When  individuals  can  be  identified  who 
are  apparently  destined  to  become  IDDM  victims  then  interventions 
designed  to  inhibit  or  arrest  the  process  can  be  tested  to  prevent 
disease  occurance.     The  NIDDK  with  the  collaboration  of  the  NIAID 
and  NICHD  held  a  workshop  on  Clinical  Trials  of  Immunosuppression 
for  the  Prevention  of  IDDM  in  April,  1990.     Diabetes  and  immunology 
researchers  jointly  participated  in  the  discussions.    They  reached 
a  consensus  that  some  high  risk  individuals  could  be  identified  and 
studies  to  explore  the  potential  of  immunomodulatory  interventions 
to  delay  or  inhibit  the  development  of  IDDM  in  these  individuals 
was  now  timely  and  warranted.    They  also  stated  that  more  research 
was  needed  to  identify  the  majority  of  those  at  high  risk  and  to 
develop  new  interventions  that  target  the  specific  process  of  auto- 
immune destruction  of  insulin-secreting  cells  that  causes  IDDM.  We 
have  recently  published  two  Program  Annoucements  to  stimulate 
research  applications  in  this  research  area. 

DIABETES  GENETIC  FACTORS 

Question.    Can  you  tell  us  something  about  how  genes  are 
involved  in  diabetes  and  how  understanding  the  genetics  of  diabetes 
will  help  in  the  treatment  and  prevention  of  this  disease? 

Answer.    Diabetes  is  a  genetic  disease.    The  term  "diabetes" 
encompasses  a  number  of  different  diseases  and  hence  a  number  of 
different  genes  may  be  involved.  Specifically,  diabetes  can  be 
divided  into  two  clinically  distinct  forms!  insulin-dependent 
diabetes  mellitus  (IDDM)  and  noninsulin-dependent  diabetes  mellitus 
(NIDDM).    Researchers  have  identified  a  susceptibility  gene  in 
patients  with  IDDM  and  have  shown  a  prevalence  for  NIDDM  among 
ethnic/racial  groups  and  within  families.    These  results  support 
the  genetic  classification  of  this  disease. 

The  involvement  of  genes  in  this  disease  can  be  envisioned  at 
all  steps  in  the  pathways  leading  from  the  production  of  insulin  in 
the  pancreatic  beta  cell  to  the  responsiveness  of  the  insulin 
target  tissues  (for  example,  muscle,  fat,  and  liver),  and  also  the 
sensitivity  of  the  immune  system  in  initiating  an  autoimmune  attack 
I  on  the  beta  cells.    Genes  that  dictate  any  of  the  biochemical 
I  components  that  normally  function  to  maintain  blood  sugar  levels 
i  are  candidates  for  the  causative  genes  in  diabetes.    An  alteration 
i  or  mutation  in. any  of  these  genes  has  the  potential  to  elicit  an 
aberrant  response  resulting  in  the  body's  inability  to  handle 
glucose. 

The  results  obtained  to  date  indicate  the  diversity  of  genes 
that  may  play  a  role  in  causing  this  disease.    Within  the  last  two 
years,  a  dramatic  discovery  has  uncovered  a  diabetes  susceptibility 
gene  in  IDDM  (which  affects  500,000  children  and  young  people  in 
the  U.S.).    This  gene,  which  relates  to  the  body's  immune  system, 
I  appears  to  be  necessary  but  not  completely  sufficient  to  cause  the 
I  disease.     In  animal  models  there  is  a  suggestion  that  additional 
genes  are  involved,  but  as  yet,  no  other  gene  has  been  identified 
in  humans.     Investigators  interested  in  NIDDM  have  recently 
identified  the  location  of  a  gene  believed  to  be  responsible  for  a 
rare  form  of  diabetes  which  affects  young  people  and  has  clinical 


922 


manifestations  similar  to  NIDDM.     The  actual  function  of  this  gene 
has  yet  to  be  determined,  however,  and  awaits  further 
investigation.     Additionally,  researchers  have  identified  several 
mutations  in  the  gene  for  insulin  receptors  in  patients  with  rare 
but  severe  forms  of  NIDDM.     Finally,  a  variety  of  other  genes  may 
be  related  to  the  long-term  complications  suffered  by  those  with 
all  forms  of  diabetes.     In  these  areas,  we  do  not  yet  know  which 
genes  are  involved.    Thus,  the  diversity  of  genes  that  may  be 
involved  in  diabetes  is  presently  an  extremely  active  area  of 
research. 

Understanding  the  genetics  of  diabetes  will  provide  at  least 
two  valuable  results.     Since  each  individual  has  his/her  genes  from 
birth,  those  genes  that  put  them  at  risk  for  diabetes  could  be 
identified  early  in  life.    This  would  allow  those  individuals  to 
undertake  potentially  preventive  interventions  which  are  now  being 
developed  before  the  disease  occurs.    Second,  identification  of 
relevant  genes  will  help  us  understand  what  goes  wrong  to  cause 
diabetes  and,  thereby,  suggest  promising  new  ways  to  treat  and 
prevent  this  disease. 


QUESTION  SUBMITTTED  BY  SENATOR  ARLEN  SPECTER 

KIDNEY  AND  UROLOGICAL  DISEASES  IN  CHILDREN 

Question.     Dr.  Gordon,  last  year  this  Committee  requested  that 
the  Institute  consider  establishing  research  centers  to  study 
Kidney  and  Urological  Diseases  in  children.     What  action  has  the 
Institute  undertaken  regarding  this  initiative?     In  your 
professional  judgment,  is  there  a  need  for  additional  centers? 

Answer.     I  am  pleased  to  report  that  the  NIDDK  issued  a 
Request  for  Applications  for  a  Research  Center  of  Excellence  in 
Pediatric  Nephrology  and  Urology  in  January  1991.     The  receipt  date 
for  the  applications  is  April  2,  1991.     We  anticipate  funding  one 
center  in  1991.     The  National  Kidney  and  Urologic  Diseases  Advisory 
Board  recommended  that  the  number  of  research  centers  directed 
toward  adult  urologic  and  nephrologic  diseases  be  increased  from  6 
to  18.     I  agree  with  this  estimate.     Many  urologic  and  nephrologic 
diseases  begin  in  the  pediatric  age  group.    Therefore,  there  is  a 
definite  need  for  research  in  the  pediatric  population,  if  we  are 
to  prevent  or  treat  kidney  and  urologic  diseases  of  young  adults. 


J^ATioNAL  Institute  of  Child  Health  and  Human  Development 

STATEMENT  OF  DUANE  F.  ALEXANDER,  DIRECTOR 

BUDGET  REQUEST 

Senator  Harkin.  Dr.  Alexander,  welcome  back  to  the  sub- 
committee. I  look  forward  to  hearing  your  plans  for  the  Institute 
because  the  research  programs  are  targeted  on  some  of  the  most 
urgent  public  health  issues  in  the  United  States  today.  I  believe 
the  work  done  by  your  Institute  is  critical  to  improving  the  health 
and  well-being  of  our  children  in  the  future.  And  when  we  talk 
about  prevention  and  early  intervention,  that  is  your  backyard. 

Doctor,  we  have  your  request  for  $520.6  million,  an  increase  of 
about  8.7  percent  from  last  year.  Would  you  begin  by  highlighting 
the  major  programs  included  in  your  budget  request? 

Dr.  Alexander.  Thank  you,  Mr.  Chairman. 

In  1989,  more  than  4  million  babies  were  bom  in  the  United 
States,  but  of  these  almost  39,000  died  before  their  first  birthday. 
Although  our  infant  mortality  rate  is  at  an  all-time  low,  the  pace 
of  our  process  in  reducing  it  has  slowed.  Our  scientists  are  trying 
to  determine  why  the  Nation's  rate  of  low  birth  weight  has  re- 
mained constant  and  why  low  birthweight  is  twice  as  prevalent 
among  black  women  as  compared  to  white  women. 

An  important  advance  was  made  this  year  in  the  treatment  of 
children  infected  with  the  AIDS  virus.  NICHD-supported  investiga- 
tors found  that  monthly  administration  of  intravenous 
immunoglobulin,  a  solution  that  contains  concentrated  antibodies, 
significantly  reduces  the  number  of  serious  bacterial  infections,  re- 
duces the  number  of  hospitalizations  required,  and  prolongs  by  as 
much  as  1  year  the  time  free  from  serious  bacterial  infections  in 
children  who  are  afflicted  with  symptoms  of  HIV  infection. 

In  other  research  related  to  pediatric  AIDS,  the  NICHD,  in  a 
joint  effort  with  the  National  Institute  of  Allergy  and  Infectious 
Diseases,  is  beginning  clinical  trials  in  pregnant  women  to  attempt 
to  reduce  transmission  of  the  virus  from  mother  to  fetus. 

Sudden  Infant  Death  Svndrome  continues  to  resist  revealing  its 
causes.  Now,  new  technologies  are  allowing  us  to  investigate  fac- 
tors that  may  hold  the  key  to  our  being  able  to  predict  or  prevent 
apnea  or  SIDS. 

The  Food  and  Drug  Administration  recently  licensed  the  first 
vaccine  effective  in  infents  against  Haemophilus  influenzae  type  b. 
As  Dr.  Fauci  indicated,  this  conjugate  vaccine  is  based  on  the  work 
of  Dr.  John  Robbins  in  the  NICHD  intramural  research  program 
and  was  further  developed  with  both  NIAID  and  NICHD  support. 
'  This  vaccine,  once  it  is  widely  used,  should  nearly  eliminate  H.  flu 
!  meningitis  as  a  cause  of  mental  retardation  and  deafness. 

Assuring  that  research  advances  are  transferred  from  the  lab- 
oratory bench  to  the  health-care  system  is  an  Institute  priority. 
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Evidence  of  this  commitment  is  NICHD's  recent  establishment  of 
a  national  program  of  child  health  research  centers.  We  also  plan 
to  fund  several  new  centers  over  the  next  year  related  to  women's 
health  issues.  At  least  one  center  will  focus  on  infertility  research 
and  as  many  as  three  will  concentrate  on  contraceptive  develop- 
ment. These  centers  will  become  part  of  the  Institute's  historically 
strong  research  centers  program. 

PREPARED  STATEMENT 

Millions  of  Americans  are  encumbered  by  physical  disability  re- 
suiting  from  birth  defects,  injuries,  or  diseases.  Helping  these  indi- 
viduals regain  their  physical  or  functional  ability  to  the  fullest  ex- 
tent possible  is  the  objective  of  a  new  National  Center  for  Medical 
Rehabilitation  Research  established  within  NICHD.  The  new  cen- 
ter will  conduct  and  coordinate  research  and  research  training  re- 
lated to  rehabilitation  of  individuals  with  physical  disabilities. 

Mr.  Chairman,  our  fiscal  year  1992  budget  request  is 
$520,584,000. 

I  will  be  pleased  to  answer  any  questions. 

[The  statement  follows:] 
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STATEMENT  OF  DUANE  F.  ALEXANDER 

The  United  States  is  a  nation  that  holds  its  children  in  high  esteem.  A 
child  who  dies  prematurely  or  who  fails  to  develop  to  its  full  human  potential 
represents  a  societal  as  well  as  a  personal  tragedy. 

The  research  programs  of  the  National  Institute  of  Child  Health  and  Human 
Development  (NICHD)  are  designed  to  ensure  the  health  and  well-being  of 
American  children  and  their  families.     That  goal  is  pursued  through  the 
support  and  conduct  of  research  addressing  some  of  the  urgent  public  health 
problems  facing  our  nation.     These  problems  include  a  high  national  infant 
mortality  rate;  maternal,  pediatric  and  adolescent  AIDS;  unintended  pregnancy, 
a  large  portion  of  which  is  teenage  childbearing;  Sudden  Infant  Death 
Syndrome;  factors  that  inhibit  the  physical  or  behavioral  development  of 
children;  and  the  physical  disabilities  that  result  from  impaired  development, 
accidents  or  disease. 

The  NICHD  supports  a  broad  range  of  biomedical  and  behavioral  research  on 
such  challenges  as  birth  defects,  mental  retardation  or  other  developmental 
disabilities,  learning  disabilities,  medical  rehabilitation  and  the 
development  of  better,  more  effective  fertility  regulation,  including 
contraceptive  choices. 

Improving  the  health  status  of  mothers  and  infants  remains  a  national 
challenge.     In  1989,  more  than  4,000,000  babies  were  born  in  the  United 
States.     Of  these,  almost  39,000  died  before  their  first  birthday,  with  black 
babies  dying  at  twice  the  rate  of  white  babies.    Although  the  nation's  infant 
mortality  rate  is  at  an  all-time  low,  the  pace  of  progress  has  slowed. 
Important  determinants  of  infant  mortality  such  as  the  incidence  of  low  birth 
weight  and  early  prenatal  care  show  no  recent  improvements. 

NICHD  scientists  are  trying  to  determine  why  the  nation's  rate  of  low 
birth  weight  has  remained  constant  and  why  low  birth  weight  Is  twice  as 
prevalent  among  black  women  as  compared  to  white  women.     Socioeconomic  factors 
alone  do  not  explain  the  disparity,  and  researchers  are  currently 
investigating  the  effect  of  social  support,  level  of  work  and  other  physical 
activity,  nutrition,  stress,  health  behaviors  and  other  factors  on  the 
occurrence  of  low  birth  weight  among  various  ethnic  groups  including  blacks 
and  Hispanics . 
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Sudden  Infant  Death  Sjmdrome  (SIDS) ,  vhich  claims  the  lives  of  6,000  to 
7,000  Infants  each  year,  continues  to  resist  revealing  Its  causes.  However, 
research  Is  making  some  Inroads .     Differences  in  the  number  of  short  pauses  in 
breathing  during  sleep  may  be  a  clue  as  to  why  apparently  healthy  Infants  die. 
During  the  second  month  of  life,  babies  who  die  of  SIDS  appear  to  have  a 
decrease  In  the  number  of  normal  pauses  in  breathing.     This  decrease  occurs 
Just  prior  to  the  age  at  which  most  SIDS  deaths  occur,  leading  investigators 
to  conclude  that  this  change  may  be  related  to  factors  In  the  infant's 
respiratory  control  system.    A  prospective  study  being  developed  by  NICHD  will 
use  the  new  technology  of  event  recorders  with  apnea  monitors  to  determine 
whether  this  decrease  In  breathing  pauses  or  other  factors  may  be  able  to 
predict,  detect,  or  prevent  apnea  and  SIDS. 

The  Improvement  in  infant  mortality  that  has  been  noted  is  largely 
attributable  to  advances  in  the  technology  of  caring  for  ill  or  premature 
newborns.    Assuring  that  these  advances  are  transferred  from  the  laboratory 
bench  to  the  health  care  system  is  an  Institute  priority.     Evidence  of  this 
commitment  is  the  NICHD 's  recent  establishment  of  a  national  program  of  Child 
Health  Research  Centers.    Seven  Centers  were  funded  last  year  in  response  to 
Congressional  Interest.    This  program  is  designed  to  foster  the  development  of 
Improved  treatment  techniques,  expedite  the  transfer  of  these  findings  from 
basic  research  to  the  care  of  sick  children,  and  encourage  the  development  of 
a  new  generation  of  highly  trained  research  clinicians  specializing  In 
pediatric  research. 

Survival  of  premature  or  low  birth  weight  infants  Is  not  the  only  issue. 
The  future  intellectual  and  behavioral  functioning  of  these  children  is  also 
at  stake.     Low  birth  weight  or  premature  infants  often  suffer  developmental 
disabilities  ranging  from  mild  learning  problems  to  severe  mental  retardation. 
The  results  from  a  large -scale  study  Jointly  supported  by  the  Robert  Wood 
Johnson  Foundation  and  the  NICHD  demonstrated  that  early  intervention  can 
prevent  many  behavioral  problems  and  raise  I.Q.  scores  in  at-risk  children. 
The  low  birth  weight  children  in  the  study  began  receiving  weekly  visits  soon 
after  birth  from  health  care  professionals  who  taught  parents  not  only  how  to 
take  care  of  their  children's  physical  needs  but  also  how  to  play  with  their 
children  in  ways  that  would  stimulate  their  minds.    At  one  year  of  age,  the 
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children  were  enrolled  in  special  child  development  centers.     I.Q.  scores  at 
age  3  were  significantly  improved  for  infants  of  all  birth  weights  who 
received  the  services.     In  contrast,  nearly  half  of  the  at-risk  children  who 
did  not  receive  the  intervention  program  had  I.Q.  scores  below  85,  a  level 
associated  with  significant  learning  problems.     The  Institute  hopes  to 
reassess  these  children  at  age  6  to  ascertain  if  they  have  maintained  the 
gains  achieved. 

It  is  intriguing  to  note  that  this  research  reinforces  observations  made 
in  the  laboratory  that  fetal  mouse  nerve  cells  respond  to  stimulation  by 
increasing  their  connections  to  other  cells.    Using  a  unique  apparatus,  NICHD 
intramural  scientists  are  able  to  study  the  effects  of  electrical  impulses  on 
sensory  neurons.     One  group  of  neurons  are  stimulated  while  another  group  are 
not.    The  stimulated  neurons  respond  with  an  overall  increase  In  the 
efficiency  with  which  nerve  impulses  are  conducted.     By  contrast,  the 
efficiency  of  the  unstimulated  neurons  decreases.    This  research  enhances  our 
understanding  of  the  formation  of  orderly  connections  between  nerve  cells 
during  normal  development.     Scientists  believe  that  disturbances  in  these  - 
connections  may  be  related  to  mental  retardation  or  some  forms  of  mental 
illness. 

Studies  such  as  this  demonstrate  the  vulnerability  of  the  brain  to 
disruption  of  its  biochemical  and  electrical  interactions.     Tangible  evidence 
of  this  is  provided  by  the  damaged  babies  being  born  to  cocaine -dependent 
mothers.     It  is  estimated  that  as  many  as  375,000  infants  may  be  affected  by 
in-utero  exposure  to  illicit  drugs  in  the  U.S.  each  year.     In  Fiscal  Year 
1991,  the  NICHD  will  start  two  projects  related  to  this  problem.  The 
Institute  is  conducting  a  comprehensive  review  of  current  information  about 
the  adverse  effects  of  prenatal  illicit  drug  use  on  fetal  health,  including 
possible  long  term  effects,  and,  through  its  network  of  neonatal  intensive 
care  units,  is  leading  a  study  involving  several  agencies  to  assess  the  impact 
of  prenatal  drug  use  on  the  development  of  the  fetus's  central  nervous  system. 
Infants  in  this  study  will  be  followed  from  birth  until  they  enter  school  to 
monitor  their  progress. 

In  another  longitudinal  study  involving  children,  NICHD- supported 
scientists  at  10  centers  around  the  country  are  assessing  the  effects  of  day 
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care  on  social,  emotional,  and  Intellectual  development.    Since  approximately 
three -fourths  of  U.S.  children  under  the  age  of  two  whose  mothers  are  employed 
are  cared  for  by  someone  other  than  a  parent,  It  is  important  to  ascertain  the 
long-term  effects  of  different  types  of  day-care  situations  on  children  and 
their  families.     At  least  1,200  children  will  be  monitored  at  regular 
intervals  from  the  time  they  are  one  month  old  through  age  three. 

Science  is  in  the  very  earliest  moments  of  being  able  to  apply  what  has 
been  learned  about  genes  and  their  control  to  the  amelioration  or  prevention 
of  disease  or  disability.    Researchers  supported  by  the  NICHD  recently 
developed  a  mouse  model  for  sickle  cell  anemia,  an  incurable  genetic  disorder 
afflicting  about  50,000  black  Americans.     The  availability  of  an  animal  model 
should  prove  valuable  for  testing  new  drugs  and  gene  therapies  to  treat  the 
disease. 

To  facilitate  access  to  this  new  technology,  the  NICHD  has  established  a 
National  Transgenic  Development  Facility  for  the  generation  of  "custom  made" 
mice.    This  facility  will  make  the  technology  of  gene  transfer  more  accessible 
to  the  basic  research  community  at  an  affordable  price.     It  is  anticipated 
that  as  many  as  100  animal  models  a  year  will  be  developed  at  this  facility, 
accelerating  research  on  many  genetic  disorders. 

Just  as  basic  research  is  beginning  to  yield  results  in  gene  therapy,  it 
is  paying  off  in  other  areas  as  well.     Recently,  the  Food  and  Drug 
Administration  licensed  the  first  vaccine  effective  in  infants  against 
Haemophilus  influenzae  type  b.  This  vaccine  is  based  upon  the  work  of  NICHD 
intramural  scientists.    This  vaccine,  once  it  is  widely  used,  should  nearly 
eliminate  H.  flu  meningitis  as  a  cause  of  mental  retardation  and  deafness. 

Other  vaccines  are  being  developed  against  pertussis;  salmonella; 
streptococcus  Group  B,  associated  with  sepsis  in  the  newborn;  Shigella 
dvsenteriae.  the  cause  of  epidemic  diarrhea;  and  Staphylococcus  aureus,  often 
the  source  of  life- threatening  infection  in  burn  patients  and  premature 
babies. 

The  number  of  women  and  children  with  HIV  infection  is  increasing. 
Approximately  6,000  HIV-infected  women  gave  birth  last  year,  and  about  one  out 
of  three  of  these  babies  will  be  infected.    NICHD-supported  investigators  have 
found  that  monthly  administration  of  Intravenous  immunoglobulin,  a  solution 
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that  contains  concentrated  antibodies,  significantly  reduces  the  number  of 
serious  bacterial  infections,  reduces  the  number  of  hospitalizations  required, 
and  prolongs  by  as  much  as  a  year  the  time  free  from  serious  bacterial 
infections  in  children  who  are  afflicted  with  symptoms  of  HIV  infection.  The 
results  of  this  clinical  trial  were  so  compelling,  it  was  terminated  a  year 
early  so  that  the  benefit  of  its  findings  could  be  made  available  immediately 
to  all  symptomatic  HIV  infected  children.         J-     v  : 

In  a  joint  effort  with  the  National  Institute  of  Allergy  and  Infectious 
Diseases,  we  are  enrolling  children  with  AIDS  in  other  clinical  trials,  and 
beginning  clinical  trials  in  pregnancy  to  attempt  to  reduce  transmission  of 
the  virus  from  mother  to  fetus. 

Women's  health  has  been  a  long-standing  priority  area  of  the  NICHD,  but 
the  recent  Increase  of  HIV  infection  among  women;  the  small  but  troubling 
upturn  in  the  number  of  births  to  unmarried  women,  primarily  teenagers;  and 
the  number  of  women  encountering  difficulties  in  achieving  pregnancy  have 
provided  impetus  for  increased  emphasis  in  this  area.     The  NICHD  Intramural 
research  program  plans  to  expand  significantly  its  research  in  gynecology  to 
investigate  hormonal,  immunologic,  genetic,  and  anatomic  processes  which  lead 
to  Illness  or  Infertility.     In  addition,  the  NICHD  plans  to  fund  several  new 
centers  over  the  next  year.     At  least  one  center  will  focus  on  infertility 
research  and  as  many  as  three  will  concentrate  on  contraceptive  development. 

Millions  of  Americans  are  encumbered  by  physical  disability  resulting  from 
injuries  or  diseases.     Helping  these  individuals  regain  their  physical  or 
functional  ability  to  the  fullest  extent  possible  is  consistent  with  the 
Institute's  interest  in  human  development  and  the  maximization  of  potential. 
To  help  achieve  this  objective,  a  National  Center  for  Medical  Rehabilitation 
Research  has  been  established  within  the  NICHD.     The  new  Center  will  conduct 
and  coordinate  research  and  research  training  related  to  the  rehabilitation  of 
individuals  with  physical  disabilities  resulting  from  problems  such  as 
arthritis,  head  or  spinal  cord  Injury,  stroke,  burns,  birth  defects,  cerebral 
palsy,  or  genetic  disorders. 

This  first  year  of  a  new  decade  has  set  the  tone  for  the  years  ahead- -the 
Institute  has  seen  the  maturation  and  fruition  of  research  efforts  of  past 
years  result  in  the  availability  of  new  products  such  as  vaccines;  the 
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Institute  has  diligently  persisted  In  attacking  and  making  progress  against 
problems  such  as  Infant  mortality  that  are  resistant  to  quick  cures;  and  the 
Institute  has  maintained  its  vitality  by  embarking  upon  several  new 
Initiatives  such  as  medical  rehabilitation. 

Mr.  Chairman,  the  FY  1992  budget  request  for  the  National  Institute  of 
Child  Health  and  Human  Development  is  $520,584,000.     I  will  be  pleased  to 
answer  any  questions  you  have. 
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GAMMA  GLOBULIN 

Senator  Harkin.  Dr.  Alexander,  thank  you  very  much. 

As  you  know,  this  is  an  area  of  intense  interest  to  me  not  only 
because  of  this  subcommittee,  but  I  chair  another  subcommittee  on 
nutrition  and  also  in  the  Labor  Committee  on  disability  which 
often  occurs  in  young  children  because  of  low  birthweight  and  at- 
tendant causes  with  birth. 

I  was  pleased  to  learn  that  the  Institute  found  results  of  the 
treatment  with  gamma  globulin  on  pediatric  AIDS  so  promising. 

Dr.  Alexander.  Yes. 

Senator  Harkin.  And  I  understand  that  you  got  this  out  early. 

Dr.  Alexander.  We  did,  within  1  week  of  the  time  that  the  data 
safety  and  monitoring  committee  reviewed  the  data  and  indicated 
that  the  time  had  come  to  stop  the  trial  because  the  results  were 
significant  and  shjould  be  communicated  promptly.  We  had  the  re- 
sults out  to  the  public  as  well  as  to  practicing  physicians,  including 
agreement — ^thanks  to  the  NIH  conference  that  Dr.  Raub  had 
helped  to  put  together — with  the  New  England  Journal  of  Medicine 
that  our  early  release  of  the  information  would  not  jeopardize  pub- 
lication of  the  results. 

Senator  Harkin.  I  appreciate  that.  Thank  you,  and  please  keep  - 
up  that  good  work. 

Dr.  Alexander.  Thank  you. 

Senator  Harkin.  On  infant  mortality,  again  I  am  being  asked  to 
shift  moneys  around  for  studies. 

On  infant  mortality,  as  you  pointed  out  in  your  statement,  in 
black  women,  the  incidence  of  low  birthweight  is  twice  as  much  as 
in  white  women.  And  you  want  to  set  up  a  study  to  determine  why. 
Well,  isn't  it  obvious  that  black  women,  let's  say,  lack  adequate 
health  care,  access  to  health  care?  Their  nutrition  is  bad.  Their 
diets  are  bad.  They  may  have  a  higher  incidence  of  smoking  and 
alcohol  consumption,  drug  consumption  because  of  their  socio- 
economic status.  It  has  been  my  understanding  that  vmder  the  ma- 
ternal and  child  health  care  program  through  years  of  study  and 
work  in  that  area  that  if  a  woman  from  month  1  through  month 
9  has  proper  nutrition,  proper  diet,  cuts  down  on  alcohol,  cuts  down 
on  smoking,  that  the  probability  of  having  a  low  birthweight  baby 
approaches  zero. 

Dr.  Alexander.  It  does  not  get  quite  that  good.  Even  applying 
what  we  know,  we  are  not  able  to  reduce  low  birthweight  to  that 
extent.  All  the  statements  that  you  make  are  correct,  and  all  those 
factors  contribute  to  a  higher  incidence  of  low  birthweight,  whether 
in  a  minority  population  or  in  a  nonminority  population. 

If  you  look  at  black  women  versus  white  women,  in  the  same  so- 
cioeconomic status,  who  are  college  graduates,  who  are  in  the  opti- 
mal childbearing  years  of  age,  comparable  income,  comparable  time 
of  prenatal  care,  diet,  whatever  else,  black  women  still  have  twice 
the  incidence  of  low  birthweight  as  white  women.  We  do  not  know 
why  that  is.  We  have  several  studies  underway  which  are  trying 
to  get  an  answer  to  that. 

One  is  following  graduates  of  minority  medical  schools  over  sev- 
eral generations  to  determine  whether  higher  socioeconomic  status 
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over  a  longer  period  of  time  may  tend  to  reduce  the  incidence  of 
low  birthweight.  We  know  in  one  generation  it  does  not. 

There  are  other  studies  that  we  are  doing  on  socioeconomic  dif- 
ferences and  ethnic  differences  in  low  birthweight  that  we  hope 
will  help  to  shed  some  light  on  these  issues. 

Senator  Harkin.  You  talked  about  the  research  centers  on  infer- 
iihtv  and  contraceptive  research  centers.  That  is  moving  ahead 
well. 

Dr.  Alexander.  The  requests  for  applications  or  solicitations  are 
out  on  those  and  we  expect  to  fund  them  in  September. 

Senator  Harkin.  As  you  know,  the  Congress  funded  a  new  child- 
care  program  last  year.  The  first  funding  actuallv  goes  out  in  Sep- 
tember of  this  year.  And,  of  course,  that  also  falls  under  my  juris- 
diction on  the  Appropriations  Committee. 

We  are  interested  in  your  work  and  your  Institute's  work  on  the 
effect  of  various  early  child-care  arrangements  on  later  develop- 
ment. I  understand  that  research  is  underway  at  10  different  sites 
tracking  about  1,200  children  from  birth  to  3  years  of  age  to  learn 
more  effects  on  the  child's  development  of  different  child-care  ar- 
rangements. 

How  soon  will  we  be  able  to  see  some  results  of  this  study?  Is 
this  something  that  we  are  going  to  have  to  wait  10  or  15  or  20 
years  on? 

Dr.  Alexander.  Fortunatelv,  we  do  not  think  it  will  take  quite  j 
that  long.  The  first  infants  nave  been  recruited  into  that  studv 
starting  in  January.  It  is  a  study  that  plans  to  follow  these  chil- 
dren until  they  are  age  3.  So,  hopefully  within  4  years,  we  will 
have  an  answer  on  at  least  the  major  indicators  of  impact,  if  any, 
of  early  infant  day  care  on  child  development. 

Senator  Harkin.  Doctor,  let  me  ask  Dr.  Hoel  and  Dr.  Schambra. 
If  we  broke  now  and  came  back  at  1:30,  could  you  work  that  in  all 
ri^t? 

Dr.  Schambra.  Yes. 

Dr.  Hoel.  Yes. 

Senator  Harkin.  Let  me  just  take  a  look  here.  That  means  that 
the  other  panels  that  are  up  today  would  fall  back  a  little  bit  fur- 
ther, but  I  would  think  that  we  would  finish  the  two  of  you  within 
about  15  minutes  as  we  have  been  doing  all  along.  And  then  we 
will  get  to  the  next  two  panels  after  that.  Would  that  be  all  right? 

Dr.  Hoel.  Yes. 

Dr.  Schambra.  Yes. 

QUESTIONS  submitted  BY  THE  SUBCOMMITTEE 

Senator  Harkin.  There  will  be  some  additional  questions  which 
will  be  submitted  for  your  response  in  the  record. 

[The  following  questions  were  not  asked  at  the  hearing,  but  were 
submitted  to  the  Institute  for  response  subsequent  to  the  hearing:] 
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QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

PEDIATRIC  AIDS 

Question.     In  January,   I  understand  that  you  released  the 
results  of  a  31-month  multi-center  clinical  trial  that  showed 
treatment  with  intravenous  gamma  globulin  significantly  improved  the 
health  of  children  with  AIDS.     I  was  pleased  to  learn  that  the 
Institute  found  the  results  of  this  treatment  so  promising  at  such 
an  early  point  in  the  study.     In  fact,   I  understand  the  study  was 
terminated  a  year  earlier  than  expected  in  order  to  communicate 
these  findings  to  the  medical  and  scientific  community.  What 
mechanism  is  in  place  to  allow  for  such  timely  release  of 
information? 

Answer.     The  NIH  is  now  in  the  process  of  devising  such  a  plan, 
but  currently  there  is  no  specific  mechanism  yet  set  in  place  for 
the  dissemination  of  information  for  timely  release  from  clinical 
trials.     In  the  NICHD  case,   the  decision  to  terminate  the  trial  was 
made  on  a  Friday  and  reviewed  over  the  weekend.     To  disseminate 
information  from  the  Intravenous  Immunoglobulin  (IVIG)  clinical 
trial  quickly,   the  NICHD  first  sent  by  overnight  mail  a  summary  of 
the  trial's  findings  to  each  of  the  members  of  the  NICHD-NIAID 
pediatric  clinical  trials  network.     The  overnight  mailing  went  out 
on  Monday  afternoon  and  Tuesday  morning.     On  Wednesday,  a  mailing 
was  made  to  the  AIDS  Advisory  Committee  of  the  American  Academy  of 
Pediatrics  and  to  the  chairs  of  pediatric  departments  in  medical 
schools,  and  a  mailing  was  started  to  the  30,000+  members  of  the 
American  Academy  of  Pediatrics.     The  NIAID  AIDS  Clinical  Trial 
hotline  telephone  number  was  publicized,  and  the  information  given 
over  the  hotline  was  modified  to  include  the  findings  from  the  NICHD 
clinical  trial,  A  press  release  was  distributed,  and  a  press 
conference  was  held  on  Thursday.     Also  on  Thursday,  a  summary  of  the 
clinical  alert  was  posted  on  the  National  Library  of  Medicine's 
Medline,  a  computer  message  service  available  to  50,000  physicians. 
This  was  the  first  time  Medline  was  used  to  help  disseminate  a 
clinical  alert.     A  video  news  release  was  also  put  together  using 
background  footage  and  footage  shot  at  the  press  conference.  This 
video  was  sent  out  by  satellite  on  Friday  to  a  potential  audience  of 
some  two  million  television  viewers. 

Question.     The  Committee  has  heard  that  information  is  often 
withheld  until  the  material  is  published  in  a  medical  journal.  What 
arrangements  were  made  with  the  New  England  Journal  of  Medicine  so 
that  results  could  be  released  before  publication? 

Answer.     The  NICHD  project  officer  for  the  IVIG  clinical  trial 
contacted  the  editor  of  the  New  England  Journal  of  Medicine  within 
two  days  of  the  decision  to  terminate  the  clinical  trial.  In 
discussions  with  the  editor,   it  was  agreed  that  it  was  acceptable  to 
disseminate  the  findings  from  the  trial  without  endangering, the 
possibility  of  publishing  the  results  in  the  Journal .     The  editor 
had  two  requests:   1)  that  a  manuscript  be  submitted  as  soon  as 
possible;  and  2)  that  the  clinical  alert  distributed  not  be 
identical  to  the  manuscript  submitted  for  publication.     Both  of 
these  points  were  agreeable  to  the  NICHD  and  a  manuscript  has  been 
submitted  to  the  Journal. 
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INFANT  MORTALITY 

Qiiestion.     Doctor,   I  understand  that  the  infant  mortality  rate 
in  the  is  10  per  1,000  for  1988  although  the  provisional  rate 

for  1989  is  9,7  cases  per  1,000  births.     While  we  may  see  some 
improvement,  the  percentage  of  low  birth  weight  babies  has  not 
declined  and  may  even  be  increasing.     What  specific  intramural 
research  plan  has  NICHD  developed  to  address  low  birth  weight  and 
infant  mortality  problems  throughout  the  population? 

Answer.     In  response  to  this  Committee's  request  contained  in 
the  report  for  the  FY  1991  appropriation  for  the  Department  of 
Health  and  Human  Services,  the  NICHD  has  developed  a  proposal  for 
establishment  of  a  new  branch  in  the  Institute's  Division  of 
Intramural  Research  encompassing  components  of  clinical  research  in 
obstetrics  and  neonatology,  basic  laboratory  science,  epidemiology 
and  applied  research  in  health  promotion  and  public  health  practice. 
These  activities  would  be  carried  out  in  conjunction  with  agencies 
of  the  District  of  Columbia,  a  hospital,  and  medical  schools  located 
in  the  District.     The  goal  would  be  a  model  program  of  research  in 
pregnancy  and  perinatology  that  would  address  the  complex  of  medical 
and  environmental  factors,  including  "crack"  cocaine  abuse,  that 
adversely  influence  pregnancy  outcome.     The  results  of  the 
investigations  conducted  by  this  branch  will  be  applied  to  improving 
infant  mortality  in  the  U.S.  and  solving  the  many  problems  that 
arise  from  low  birth  weight. 

SUDDEN  INFANT  DEATH  SYNDROME  (SIDS) 

Question.     The  Institute's  five-year  SIDS  research  and 
prevention  plan  is  now  entering  its  third  year,  and  the  1992  budget 
includes  a  $2  million  increase  for  the  program.     Where  does  your 
research  stand  with  regard  to  developing  and  testing  an  apnea 
monitoring  device? 

Answer.     The  NICHD  has  published  a  request  for  Cooperative 
Agreement  grant  applications,  RFA  HD-91-02,  "Event  Recordings  of 
High  Risk  Infants  on  Apnea  Monitors",  with  a  June  1991  application 
receipt  date.     Six  Awards  with  an  anticipated  cost  of  $2,200,000  are 
planned  for  September  1991.     The  purpose  of  the  initiative  is  to 
establish  a  consortium  of  clinical  sites  and  data  center  in 
partnership  with  NICHD,  to  conduct  a  standard  common  protocol  for 
high  risk  infants,  with  central  data  coordination  and  analysis.  The 
objectives  of  the  protocol  are  to  determine  whether  home  apnea 
monitors  employing  event  recordings  of  respiratory,  cardiac,  and 
oxygenation  parameters  are  effective  in  identifying  clinically 
relevant  episodes,  and  to  determine  the  conditions  that  optimize  the 
use  of  apnea  monitors  in  these  infants.     For  example,  preliminary 
studies  indicate  that  more  than  90  percent  of  the  alarms  of  Infants 
on  apnea  monitors  are  either  false  alarms,  or  are  of  no  significance 
to  the  health  of  the  baby.     By  recording  the  episodes  and  looking 
for  changes  in  the  oxygenation  of  the  babies,  we  will  determine 
more  efficacious  ways  to  use  the  monitors.     This  study  will  also 
provide  important  information  on  the  maturation  of  respiratory  and 
cardiac  control  in  infants. 

Question.     Will  the  research  lead  to  your  ability  to  predict 
which  infants  are  likely  to  suffer  from  these  breathing 
dysfunctions? 
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Answer.     The  research  that  is  conducted  under  these  Cooperative 
Agreements  has  a  high  probability  of  supplying  information  that  will 
lead  to  our  ability  to  predict  which  infants  are  likely  to  suffer 
from  breathing  dysfunctions  .that  are  life -threatening  to  the 
infants.     The  infants  will  be  evaluated  extensively  in  the  hospital 
at  entry,  and  during  the  course  of  the  study  to  look  for  breathing 
dysfunctions  that  are  not  monitored  in  the  home,  but  we  know  are 
more  common  in  infants  who  die  of  SIDS.     This  information  will  be 
correlated  with  episodes  of  apnea,  slowed  heart  rate,  and  reduced 
oxygenation  that  are  recorded  in  the  home,  and  with  their  clinical 
outcome;   e.g.,  do  they  require  resuscitation,  or  do  they  recover 
normal  breathing  on  their  own?     It  is  hoped  that  we  will  be  able  to 
identify  characteristics  that  will  distinguish  between  those  infants 
who  are  destined  for  severe  breathing  dysfunction  from  those  who  are 
not . 

INFERTILITY  AND  REPRODUCTIVE  RESEARCH  CENTERS 

Question.     We've  all  heard  a  lot  about  NORPLANT,   the  most 
recent  breakthrough  in  contraceptive  implant  devices.     So,  I'm 
interested  to  know  how  the  Institute's  own  contraception  research, 
as  well  as  research  in  the  area  of  infertility,   is  progressing. 
With  funds  added  by  the  Senate  last  year,  I  understand  that  you  are 
establishing  2  infertility  research  centers  and  3  contraceptive 
research  centers.     What  is  the  status  of  these  centers  and  what  will 
each  of  these  have  as  a  specific  research  focus? 

Answer.     Regarding  the  infertility  research  centers,  the  NICHD 
has  designed  and  obtained  NIH  approval  for  a  Cooperative  Specialized 
Research  Center  Program  to  be  represented  by  two  centers  composed  of 
multiple,   interactive  projects.     These  Centers  will  serve  as 
national  resources  for  the  conduct  of  high  priority  infertility 
research  and  also  as  sites  promoting  the  career  development  of  young 
scientists  selecting  careers  in  infertility  research.     The  national 
competition  for  these  Centers  was  announced  in  a  Request  for 
Applications  by  the  NIH  on  March  8,  1991.     Potential  applicants  are 
presently  being  provided  with  requested  items  of  information.  The 
application  deadline  is  June  17,   1991.     Following  initial  scientific 
peer  review,   the  applications  will  receive  a  secondary  review  by  the 
National  Advisory  Child  Health  and  Human  Development  Council,  before 
funding  of  the  selected  Centers  in  September,   1991.     The  selected 
Centers  are  expected  to  become  operational  shortly  thereafter.  The 
research  of  the  selected  Centers  will  address  topics  such  as  the 
development  of  new  approaches  to  the  treatment  of  endometriosis, 
ovulatory  dysfunction,  uterine  fibroid  impairment  of  fertility 
status,  or  male  factor-based  infertility. 

Regarding  the  contraceptive  research  centers,  a  Request  for 
Applications  (RFA)  was  issued  on  March  8,   1991,  describing  the 
research  program  in  broad  terms  and  requesting  scientists  to  focus 
on  specific  steps  of  the  research  process.     This  RFA  also  had  a 
deadline  of  June  17,   1991  for  receipt  of  applications.     From  the 
letters  and  telephone  calls  that  we  have  received,  we  expect  a  very 
enthusiastic  response  from  our  scientific  community.     We  anticipate 
receipt  of  applications  that  will  address  fertility  regulation  in 
both  men  and  women.     While  the  specifics  of  these  applications  are 
not  available  to  us  at  the  present  time,  we  are  confident  that  they 
will  include  research  on  new  drugs,  potential  vaccines,  barrier 
contraceptives  and  new  approaches  to  sterilization.     The  Institute  . 
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will  work  very  closely  with  the  scientific  conununity  to  move  the 
centers  program  forward. 

CHILD  HEALTH  RESEARCH  CENTERS 

Question.     The  Committee  is  certainly  aware  that  a  strong  basic 
scientific  research  program  is  critical  if  we  are  going  to  transfer 
this  knowledge  to  clinical  applications  in  order  to  help  children. 
Along  that  line,  what  is  the  current  status  of  the  Child  Health 
Research  Centers? 

Answer.     The  Child  Health  Research  Centers  Program  is  intended 
to  increase  the  ability  of  pediatric  institutions  to  develop  basic 
science  investigative  capacities  for  application  to  pediatric 
clinical  problems.     Seven  centers  were  established  in  FY  1990.  The 
FY  1991  Appropriation  provides  funds  to  support  a  total  of  11 
centers,  four  of  them  new  in  FY  1991.     A  Request  for  Applications 
for  the  new  Centers  was  published  on  January  25,  with  a  receipt  date 
of  April  9,  1991.     It  is  expected  that  there  will  be  40-50 
applications  received,  with  the  initial  review  scheduled  for  June 
11-13  and  funding  before  the  end  of  the  fiscal  year. 

=  ;>  INFANT  DAY  CARE 

Question.     Doctor  Alexander,  I'm  sure  you  know  the  success  we 
had  during  the  last  Congress  in  establishing  and  funding  the  new 
child  care  program.     The  Committee  is  certainly  interested  in  the 
Institute's  work  on  the  effect  of  various  early  child  care 
arrangements  on  an  infant's  later  development.     I  understand  that 
research  is  under  way  at  10  different  sites  tracking  about  1,200 
children  from  birth  to  age  3  to  learn  more  about  the  effects  on  the 
child's  development  of  different  child  care  arrangements.     What  are 
the  different  child  care  arrangements  that  will  be  studied? 

Answer.     The  NICHD  Study  of  Early  Child  Care  will  provide 
information  on  the  various  child  care  arrangements  utilized  in  the 
United  States  in  the  1990s  and  will  examine  the  effects  of  these 
child  care  arrangements  on  child  development  through  the  first  three 
years  of  life.     The  study  is  in  the  process  of  recruiting  both 
families  with  mothers  who  plan  to  go  to  work  outside  of  the  home 
before  their  child's  first  birthday  and  families  with  mothers  who 
plan  to  stay  at  home. 

There  are  numerous  child  care  arrangements,  as  infants  may  be 
cared  for  by  others  in  their  own  home  or  receive  care  in  someone 
else's  home  or  a  child  care  facility.     In  some  cases,  a  relative 
such  as  a  father,  grandfather,  or  an  aunt  may  provide  care,  but  in 
many  instances  the  provider  is  unrelated  to  the  child's  family. 
Other  variables  include  the  number  of  hours  per  week  the  child  is  in 
day  care  and  the  quality  of  the  day  care  program.    At  times,  the 
same  infant  is  placed  in  multiple  care  arrangements  each  week  and 
many  infants  are  switched  from  one  child  care  arrangement  to  another 
as  months  go  by.     The  NICHD  Study  of  Early  Child  Care  will  collect 
information  about  the  number,  type  and  quality  of  the  arrangements 
that  the  children  experience.     The  study  will  follow  the  same 
children  over  the  first  three  years  of  their  life. 

The  study  will  provide  information  about  child  care 
arrangements  and  their  influence  on  the  development  of  thinking  and 
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language  skills;  social  and  emotional  development  of  infants  and 
toddlers;   the  effects  of  child  care  arrangements  in  the  first  year 
of  life  on  the  developmental  progress  of  children  two  and  three 
years  old;  and  child  care  conditions  that  lead  to  favorable 
developmental  outcomes  as  well  as  those  conditions  that  lead  to  poor 
outcomes  at  15,   24,  and  36  months  of  age.     Such  information  will  be 
useful  to  parents  when  they  consider  child  care  arrangements  and 
could  also  lead  policy  makers  to  require  that  providers  of  care  for 
infants  meet  standards  shown  by  this  study  to  be  important. 

Question.     Will  following  these  children  to  age  3  be  long 
enough? 

Answer.     Following  the  children  through  the  age  of  three  will 
provide  useful  and  scientifically  important  information.  Since 
developmental  milestones  and  goals  change  with  the  child's  age, 
additional  knowledge  could  be  gained  by  following  the  development  of 
these  children  beyond  age  3.     For  example,   it  would  be  interesting 
to  find  out  to  what  extent  their  early  experiences  hinder  or  enhance 
their  ability  to  master  age  appropriate  developmental  challenges 
such  as  the  ability  to  make  friends  and  to  maintain  friendships,  the 
ability  to  reach  goals  through  harmonious  interactions  with  others, 
and  the  ability  to  acquire  reading  and  math  skills.     At  this  time,  ^"^^ 
however,  no  decision  has  been  made  to  follow  the  children  for  a 
longer  time  period,     NICHD  would  like  to  progress  further  along  into 
the  current  study  before  making  any  further  plans. 

NATIONAL  CENTER  ON  MEDICAL  REHABILITATION  RESEARCH 

Question.     Dr.  Alexander,  the  budget  for  the  new  National 
Center  on  Medical  Rehabilitation  Research  for  persons  with  physical 
disabilities  has  $3.8  million  for  grants  and  I  understand  another 
$1.2  million  for  intramural  activity  and  staffing.     Since  the  Center 
is  now  established  and  can  be  in  full  gear  in  1992,  is  that  enough 
money  given  the  immense  needs  for  improved  medical  rehabilitation 
and  technology  for  persons  with  disabilities?    What  is  your 
professional  judgment  about  a  budget  level  to  meet  the  needs  in  this 
field? 

Answer.     The  FY  1992  budget  request  for  the  National  Center  on 
Medical  Rehabilitation  Research  (NCMRR)  will  establish  a  broad-based 
research  program  that  will  include  research  project  grants,  research 
career  awards,  research  training  and  R&D  contracts.     Subsequent  to 
the  passage  of  legislation  in  November,   1990,  establishing  the 
NCMRR,  a  budget  request  for  FY  1992  was  presented  by  NICHD  to  NIH  in 
the  amount  of  $14  million,  which  included  extramural  and  intramural 
research  on  medical  rehabilitation,  as  well  as  administrative  costs. 

MENTAL  RETARDATION  RESEARCH  CENTERS 

Question.     Dr.  Alexander,  last  year  the  Senate  Appropriations 
Committee  provided  $1.5  million  for  the  limitation  of  negotiated 
reductions  at  14  Mental  Retardation  Research  Centers  supported  by 
NICHD.     Please  describe  how  you  complied  with  that  congressional 
directive . 

Answer.     Although  the  Senate  Committee  provided  funds  for 
additional  Mental  Retardation  Research  Centers  and  relief  of 
inflationary  pressures  in  FY  1991,  the  appropriation  included  an 
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Increase  of  funds  only  for  additional  centers.     Thus,  the  NICHD  will 
award  grants  for  two  additional  centers  for  a  total  of  14  in 
FY  1991,  and  continuation  awards  for  existing  centers  will  be  at 
approximately  the  same  level  as  in  FY  1990. 

FETAL  ALCOHOL  SYNDROME 

Question.     How  is  the  Institute  addressing  the  fetal  alcohol 
syndrome  (FAS)  problem? 

Answer.     Research  on  alcohol  and  pregnancy,  including  Fetal 
Alcohol  Syndrome  (FAS),  is  part  of  the  mission  of  the  National 
Institute  on  Alcohol  Abuse  and  Alcoholism  (NIAAA) .  Research 
supported  by  NIAAA  first  led  to  the  identification  and  description 
of  FAS  in  the  1970s,  and  found  that  heavy  maternal  drinking  was  a 
clear  health  risk  to  the  infant. 

Question.     Is  money  being  allotted  for  research  in  this  area 
for  FY  1992? 

Answer.     NIAAA  support  for  alcohol  and  pregnancy  research  in  FY 
1992  is  estimated  at  $11,500,000.     The  NICHD  does  not  conduct 
research  on  Fetal  Alcohol  Syndrome.  5: 

Question.  Does  your  Institute  coordinate  or  plan  to  coordinate 
FAS  research  with  the  Indian  Health  Service? 

Answer.    As  the  focal  point  for  FAS  research  in  the  Public 
Health  Service,  the  NIAAA  actively  coordinates  its  FAS  research  with 
the  Indian  Health  Service,  and  with  the  Centers  for  Disease  Control 
and  the  Office  of  Substance  Abuse  Prevention. 

,  r    V    L  r  RU-486  RESEARCH 

Question.     Is  your  Institute  currently  funding  projects  using 
the  drug  RU-486?     If  so  please  explain  the  objectives  of  these 
studies . 

Answer.     At  the  present  time  the  NICHD  is  supporting  one 
extramural  grant  and  conducting  one  intramural  study  using  the  drug 
RU-486.     The  extramural  grant  is  seeking  to  increase  our 
understanding  of  the  cellular  mechanisms  underlying  preterm  labor, 
which  is  a  major  cause  of  infant  mortality  and  morbidity  in  the 
United  States.     Data  obtained  from  this  research  grant  should  help 
provide  a  fundamental  basis  for  the  development  of  new  preventive 
therapies  and  risk  assessments  for  preterm  labor.     The  intramural 
study  currently  being  conducted  by  the  NICHD  is  designed  to  evaluate 
the  effects  of  a  small  daily  dose  of  RU-486  on  the  endometrium,  the 
lining  of  the  uterus.     Utilizing  its  ability  to  block  the  action  of 
progesterone,   this  low  dosage  of  the  drug  may  prevent  the  pormal 
development  of  the  secretory  endometrium  and  thereby  prevent 
pregnancy.     Further  research,  based  on  the  findings  of  the  current 
study,  holds  the  potential  of  the  development  of  RU-486  as  a  new, 
safe  and  effective  means  of  preventing  pregnancy. 
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QUESTIONS  SUBMITTTED  BY  SENATOR  DALE  BUMPERS 

INJURY  PREVENTION 

Question.     The  President's  budget  quotes  the  publication  "Costs 
of  Injury  Prevention:     a  Report  to  Congress,"  noting  that  the 
potential  savings  from  reducing  injuries  is  in  the  billions  of 
dollars.     What  types  of  injuries  do  we  know  the  least  about 
preventing,  and  do  you  have  plans  to  expand  the  program  of  injury 
prevention  research  at  NICHD  in  FY  92? 

Answer.     Of  the  major  types  of  injuries,  we  know  the  least 
about  preventing  injuries  to  pedestrians,  suicide,  homicide, 
drowning  in  minorities,  and  all  injuries  to  adolescents.     The  NICHD 
plans  to  expand  its  support  of  studies  on  these  subjects,  as  part  of 
a  five  year  initiative  in  childhood  injury  prevention  research. 
Specific  plans  include  solicitation  of  research  proposals  on 
alternative  methods  to  study  life  threatening  injuries; 
interventions  based  on  new  understanding  of  the  mechanisms  of 
injuries;  and  injury  prevention  in  adolescents. 

ADOLESCENT  STUDIES 

Question.     I've  heard  a  lot  recently  about  the  need  for  more 
research  on  the  adolescent  population,  since  it's  considered  an 
under-studied  population.     Does  NICHD  plan  to  expand  its  portfolio 
on  adolescent  studies? 

Answer.     Yes,   the  NICHD  does  plan  a  significant  expansion  in 
this  area.     We  have  long  considered  adolescence  a  critical  period  of 
development,  and  there  has  been  longstanding  support  for  research  on 
the  entry  of  adolescents  into  sexual  activity  and  then  subsequent 
fertility- related  behavior.     We  plan  to  support  a  major,  integrative 
study  of  adolescent  behavior  that  examines  peer  and  family 
influences  on  adolescent  behavior.     Additionally,   this  study  would 
investigate  how  adolescent  development  may  be  affected  by  different 
contexts- -social ,  economic  and  school.     Researchers  have  long 
considered  how  these  aspects  of  adolescents'  lives  fit  together,  and 
this  will  be  a  major  new  study  to  address  them  in  a  coherent  manner. 
We  view  this  as  the  beginning  of  a  new  generation  of  research  on 
adolescent  behavior.     Another  feature  of  this  initiative  is  the 
concern  about  understanding  the  diversity  of  the  teen  population. 
Given  the  different  rates  at  which  white  and  black  teens  experience 
early  childbearing  or  poor  educational  outcomes,   it  is  important 
that  studies  be  designed  so  that  we  can  separate  the  effects  of  race 
and  ethnicity  from  those  of  economic  conditions.     This  project  could 
provide  information  that  is  critical  to  our  understanding  of  how 
adolescents  traverse  these  difficult  years  successfully  and  our 
ability  to  intervene  when  the  process  is  not  going  well. 

Research  on  adolescent  sexual  behavior  and  fertility  will  be 
expanded  to  encompass  the  risk  of  AIDS  for  the  adolescent 
population,  as  part  of  our  broader  effort  to  understand  the  role  of 
risk-taking  in  a  more  general  sense.     While  much  of  the  concern 
about  adolescents  revolves  around  social  and  behavioral  issues, 
there  are  many  questions  about  the  processes  of  puberty  and  control 
of  growth  that  are  also  high  on  our  agenda  of  ongoing  and  expanded 
research  efforts. 
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CHILD  CARE 

Question.     Last  year  NICHD  began  work  on  a  multi-site  project 
to  assess  the  similarities  and  differences  in  children  in  various 
child  care  arrangements.     How  is  this  project  funded  under  the 
Administration's  budget  proposal,  and  is  it  funded  adequately,  in 
your  professional  judgment? 

Answer.     Support  for  the  NICHD  Child  Day  Care  Network  in 
FY  1992  is  estimated  at  $4,100,000.     This  amount  is  adequate  to 
provide  for  implementation  of  research  protocols  at  all  ten  sites 
that  have  been  established.     The  FY  1992  funding  level  is  the  same 
as  FY  1991,  and  will  allow  us  to  continue  the  project.  Were 
additional  available,  they  would  be  used  to  support  additional 
protocols.       ^  _    ,  „ 


QUESTIONS  SUBMITTTED  BY  SENATOR  ARLEN  SPECTER 

DRUG  ABUSE  IN  PREGNANCY 

Question.     Dr.  Alexander,  a  recent  article  which  appeared  in 
the  New  York  Times  indicated  that  the  first  wave  of  children 
prenatally  exposed  to  crack  has  entered  the  nation's  schools  and 
that  teachers  are  being  caught  unprepared  to  deal  with  the 
children's  problems.     Last  year,  this  Committee  included  $2,000,000 
for  the  Institute  to  initiate  a  long-term  study  to  answer  questions 
regarding  the  consequences  of  maternal  drug  use  so  that  we  have  a 
better  understanding  of  how  to  address  the  problems  of  these 
children.     Would  you  please  tell  the  Committee  the  status  of  this 
important  project?        v.-^      :  . 

Answer.     The  Institute  has  undertaken  a  comprehensive  analysis 
of  the  literature  and  relevant  data  on  the  issue  of  substance  abuse 
in  pregnancy  and  its  consequences  in  infants  and  children.  This 
analysis  is  well  under  way.     It  is  being  conducted  under  the 
leadership  of  Dr.  James  Mills  of  the  NICHD  Prevention  Research 
Program,  a  pediatric  epidemiologist.     He  is  being  assisted  by  other 
NICHD  staff  members  with  a  variety  of  expertise.     In  addition, 
Dr.  Lee  Robins  of  Washington  University  in  St.  Louis,  an  outside 
expert  on  the  subject  of  substance  abuse,   is  working  full-time  on 
the  project.     The  report  of  this  analysis  should  be  available  in 
September,   1991.     It  will  contain  a  research  agenda  that  will 
address  the  new  knowledge  needed  to  answer  the  questions  about  long- 
range  effects  on  infants  and  children  and  how  this  agenda  should  be 
accomplished.     One  of  the  problems  confronting  researchers  will  be 
the  difficulty  of  differentiating  the  effects  of  drug  abuse  during 
pregnancy  from  environmental  effects  occurring  during  infancy  and 
childhood. 

■  [J  AIDS 

Question.     Dr.  Alexander,  AIDS  is  an  increasing  problem  among 
infants,  children  and  women.     I  am  advised  that  soon  it  will  be  the 
fifth  leading  cause  of  death  for  children  and  youth  under  24  years 
of  age.     What  action  has  the  Institute  taken  in  FY  1991  to  expand 
its  pediatric  AIDS  clinical  trials  program? 
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Answer.     The  NICHD  has  joined  Its  pediatric  and  maternal  AIDS 
clinical  trials  network  consisting  of  21  centers  to  that  of  the 
NIAID,   to  facilitate  access  to  state-of-the  art  care  and  therapeutic 
research  to  a  large  portion  of  the  HIV  infected  children  and 
pregnant  women  in  the  United  States.     This  change  has  resulted  in  a 
unified  Federal  effort  to  develop  new  therapeutic  strategies  to 
treat  HIV  infection  in  children  and  to  interrupt  the  transmission  of 
the  human  immunodeficiency  virus  from  infected  pregnant  women  to 
offspring.     This  effort  is  a  cost-effective  approach  to  the 
development  of  new  ways  of  treating  and  preventing  infection.  The 
NICHD  approach  is  also  time  and  cost-effective  for  the  investigators 
involved,  as  new  centers  can  be  added  readily  to  this  clinical 
trials  network  through  a  mechanism  that  also  allows  for  optimal 
consistency  in  research  protocols. 

Question.     Are  funds  included  in  the  FY  1992  budget  to  expand 
this  important  program? 

Answer.     Funds  to  expand  this  network  are  not  included  in  the 
FY  1992  budget. 

Question.     In  your  professional  judgment,  do  the  scientific 
opportunities  merit  expanding  this  network  of  clinical  trials  units? 

Answer.     Yes,  scientific  opportunities  do  merit  the  expansion 
of  this  network.     There  is  only  one  drug,  AZT,  currently  approved 
for  use  in  the  treatment  of  HIV  infection  in  children.     Also,  there 
are  no  drugs  which  eliminate  the  transmission  of  HIV  from  pregnant 
women  to  offspring,  and  there  has  been  almost  no  research  on 
improved  treatment  of  opportunistic  infections,  which  are  one  of  the 
major  killers  of  children  with  HIV  infection.     In  addition,  there 
has  been  little  research  done  to  determine  how  the  impaired  immune 
systems  of  infected  children  can  be  restored  or  to  assess  what 
surrogate  markers  may  be  used  appropriately  to  determine  drug 
efficacy  in  infants  and  children.     We  are  only  at  the  very  beginning 
of  the  work  to  be  done  in  this  arena. 

CONTRACEPTIVE  DEVELOPMENT 

Question.     Dr.  Alexander,  approval  of  the  long  lasting 
contraceptive  Norplant  has  sparked  a  debate  over  the  ethical  and 
public  policy  implications  of  government  either  imposing  directly  by 
order,  or  indirectly  through  coercion,  contraception  upon  women. 
What  has  the  Institute's  role  been  in  the  development  of  Norplant? 

Answer.     The  Institute  has  not  played  a  direct  role  in  the 
development  of  Norplant.     We  did  provide  to  the  Population  Council, 
the  developer  of  Norplant,   the  toxicology  reports  on  an  implant  that 
we  are  developing  and  which  uses  levonorgestrel  as  the  contraceptive 
drug.     This  is  the  same  drug  as  is  used  in  Norplant.     The  toxicology 
study  indicated  that  the  drug  was  safe  for  long  term  implant  use. 

Question.     Have  you  supported  research  into  the  ethical 
implications  of  new  contraceptive  technologies,  such  as  Norplant? 

Answer.     We  have  not  supported  any  research  dealing  with 
ethical  implications  of  new  contraceptive  technologies,   such  as 
Norplant.     We  have,  however,  participated  in  many  discussions 
concerning  development  of  a  variety  of  contraceptive  methods  and 
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their  impact  on  contraceptive  practice  and  health.     The  guiding 
principle  that  we  have  followed  is  that  utilization  of  any  method 
should  be  voluntary. 

CHILD  HEALTH  RESEARCH  CENTERS 

Question.     Dr.  Alexander,  for  the  last  two  fiscal  years,  the 
Subcommittee  has  encouraged  the  Institute  to  establish  a  Child 
Health  Research  Center  program  and  has  provided  the  Institute  with 
funds  to  accomplish  that  goal.     Would  you  please  update  the 
Subcommittee  on  the  status  of  the  center  grant  program? 

Answer.     The  Child  Health  Research  Centers  Program  is  intended 
to  increase  the  ability  of  pediatric  institutions  to  develop  basic 
science  investigative  capacities  for  application  to  pediatric 
clinical  problems.     Seven  centers  were  established  in  FY  1990, 

Question.     Do  you  plan  to  expand  the  program  in  fiscal  years 
1991  and  1992?     If  so,  how  much  do  you  anticipate  will  be  spent  in 
this  fiscal  year  and  how  much  will  be  necessary  to  fund  the  program 
in  fiscal  year  1992? 

Answer.     In  FY  1991,  the  Institute  will  support  four  additional 
centers.     A  Request  for  Applications  for  these  additional  centers 
was  published  on  January  25,  with  a  receipt  date  of  April  9,  1991. 
Initial  review  of  applications  is  for  June  11-13.     Grant  awards  will 
be  made  prior  to  the  end  of  FY  1991.     NICHD  funding  for  the  11 
centers  in  FY  1991  is  estimated  at  $3.5  million.     The  FY  1992  Budget 
Request  provides  $3.6  million  to  continue  these  11  centers.  No 
expansion  of  the  program  in  FY  1992  is  included  in  the  request. 


QUESTIONS  SUBMITTTED  BY  SENATOR  MARK  O.  HATFIELD 

SUDDEN  INFANT  DEATH  SYNDROME  (SIDS) 

Question.  Dr.  Alexander,  to  what  extent  is  Sudden  Infant  Death 
Syndrome  (SIDS)  a  factor  in  our  nation's  infant  mortality  problem? 

Answer.     SIDS  is  the  leading  cause  of  infant  mortality  between 
the  ages  of  one  month  and  one  year  of  life.     Between  6,000  and  7,000 
infants  die  with  this  diagnosis  each  year,  with  an  incidence  of  one 
to  two  deaths  per  thousand  live  births. 

Question.  What  is  the  present  status  on  the  implementation  of 
the  5 -year  Sudden  Infant  Death  Syndrome  Research  Plan? 

Answer.     The  Institute  is  currently  in  the  second  year  of  the 
five-year  plan  and  we  are  on  schedule  for  our  objectives  this  fiscal 
year. 

The  NICHD  has  issued  a  request  for  contract  proposals,  "Brain 
and  Tissue  Bank  for  Developmental  Disorders",  to  set  up  a  repository 
to  collect,   store,  and  distribute  specimens  from  "unaffected" 
infants  and  children,  and  those  with  neurodevelopmental  disorders. 
Sudden  Infant  Death  Syndrome  is  specifically  designated  as  a 
developmental  disorder  targeted  by  this  repository.  Once 
established,  tissues  from  the  repository  will  be  made  available  to 
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qualified  Investigators  to  support  and  facilitate  research  that  will 
lead  to  Improved  understanding  of  the  etiology,  pathology, 
pathogenesis,  and  cllnlco-pathologlcal  correlations  of  conditions 
associated  with  SIDS,  mental  retardation,  and  learning  and 
behavioral  deficits.     The  review  process  for  applications  Is  near 
completion,  and  one  or  two  awards  will  be  made  In  FY  1991. 

The  criteria  for  animal  models  relevant  to  SIDS,  and  the 
research  approaches  and  areas  that  should  be  expanded,  were  explored 
at  the  "Animal  Models  of  SIDS  Workshop"  convened  by  the  NICHD  In 
October,  1990.     In  addition  to  providing  research  recommendations, 
this  workshop  served  to  stimulate  new  scientists  from  the  areas  of 
neurosclence ,  thermoregulation,  and  behavioral  biology  to  consider 
the  scientific  problems  In  SIDS. 

The  recommendations  from  this  workshop  were  incorporated  into  a 
request  for  grant  applications  (RFA) ,  "Animal  Models  for  SIDS," 
published  in  February  1991,  with  a  May  1991,  receipt  date  for 
applications.     Up  to  eight  awards  are  planned  for  this  fiscal  year. 
The  objective  of  the  RFA  is  to  stimulate  research  on  animal  models 
that  explore  some  aspect  of  the  SIDS  phenotjrpe,   to  Identify  and 
understand  possible  etiologies  and  physiologic  mechanisms 
responsible  for  sudden  death  in  Infancy. 

A  meeting  of  neonatologists ,  pulmonary  and  sleep  physiologists, 
behavioral  psychologists,  and  neurologists  was  held  on 
January  16,  1990  to  provide  recommendations  for  research  on 
cardiorespiratory  deficits  in  future  SIDS  victims,  and  the 
usefulness  of  apnea  monitors.     The  following  priorities  were 
identified:     (1)  clinical  studies  of  documented  monitoring  in  the 
home  of  high-risk  Infants;   (2)  prospective  clinical  studies  to 
identify  behavioral,  neurologic,  and  other  physiologic  risk  factors 
in  the  first  month  of  life  that  are  predictive  of  SIDS;  (3) 
development  of  home  monitors  for  obstructive  apnea  and  oxygen 
desaturation;  and,   (4)  when  the  studies  outlined  above  are 
completed,  a  randomized  trial  of  appropriate  monitors  to  prevent 
SIDS  deaths  would  be  conducted. 

The  request  for  applications  for  grants  to  address  the  first 
priority,   "Event  Recordings  of  High  Risk  Infants  on  Apnea  Monitors," 
was  issued  in  March,   1991.     Six  awards  are  planned  for  FY  1991.  The 
purposes  of  the  initiative  are  to  determine  whether  home  apnea 
monitors  employing  event  recordings  of  respiratory,  cardiac,  and 
oxygenation  parameters  are  effective  in  Identifying  clinically 
relevant  episodes,  and  to  determine  the  conditions  that  optimize  the 
use  of  apnea  monitors  in  these  Infants . 

Biomedical  research,  surveillance,  and  health  service  delivery 
regarding  SIDS  are  under  the  auspices  of  several  components  within 
the  Public  Health  Service,  with  related  responsibilities  in.  other 
parts  of  the  Federal  Government.     The  Interagency  Panel  on  SIDS  was 
re-established  to  exchange  information  on  SIDS  activities,  enhance 
productivity  through  collaboration  and  coordination,  and  develop  new 
strategies  to  understand  and  combat  SIDS.     Three  meetings  of  the 
panel,  which  Included  staff  from  six  Public  Health  Service  agencies, 
were  held  to  share  current  activities  and  to  discuss  difficulties  in 
diagnosing  and  reporting  SIDS. 
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The  five-year  research  plan  called  for  collaboration  between 
NICHD  and  other  agencies  of  the  Public  Health  Service  to  develop  and 
implement  epidemiologic  studies  of  SIDS.     NICHD  is  working  with  CDC 
and  the  Indian  Health  Service  to  investigate  infant  deaths  among  the 
American  Indians  of  the  Aberdeen  Reservation.     They  have  an  annual 
SIDS  rate  three  times  that  of  the  remaining  population  in  North  and 
South  Dakota,  making  it  the  highest  in  the  nation.     It  is  important 
to  gain  more  information  on  these  deaths  to  (1)  determine  whether 
some  are  not  SIDS,  and  may  be  preventable  through  public  health 
efforts,  and  (2)  to  learn  more  about  causes  of  SIDS.     The  joint 
project  will  establish  a  surveillance  network  for  infant  deaths  on 
the  Aberdeen  reservation,  and  a  pilot  protocol  to  investigate  the 
causes.     We  plan  to  fund  these  efforts  through  interagency 
agreements  in  FY  1991. 

NICHD  defines  research  priorities  for  future  years  of  the  five- 
year  research  plan  by  convening  workshops.     On  March  25,  1991,  NICHD 
brought  together  all  the  researchers  that  are  studying  fetal 
hemoglobin  to  critically  examine  the  available  scientific 
information,  and  determine  the  potential  of  fetal  hemoglobin 
kinetics  to  identify  infants  at  risk  for  SIDS.     In  the  fourth  year, 
we  will  be  conducting  a  study  to  evaluate  biochemical  and  metabolic 
screening  technologies  for  SIDS  risk.     One  of  the  biochemical 
markers  that  may  be  worth  pursuing  is  fetal  hemoglobin.     During  the 
first  two  months  of  life,   infants  stop  producing  the  oxygen  carrying 
blood  protein  they  used  in  utero,  called  fetal  hemoglobin,  and 
produce  the  adult  type  of  hemoglobin.     There  is  controversy  in  the 
scientific  literature  whether  elevated  fetal  hemoglobin  levels  in  a 
proportion  of  SIDS  victims  discriminate  them  from  other  infants. 
Since  there  are  no  defined  prognostic  tests  for  SIDS  risk  at  this 
time,   it  is  important  to  pursue  this  biochemical  finding  for  infant 
screening.  . 

Question.     How  much  does  the  Institute  estimate  will  be  spent 
on  SIDS  specific  research  in  FY  1991?    How  much  on  SIDS  related 
research? 

Answer.     The  NICHD  revised  estimate  for  funding  SIDS  specific 
research  in  FY  1991  is  $5,500,000;   the  amount  for  SIDS  related 
research,  $33,000,000. 

Question.     How  much  is  provided  in  the  President's  budget 
request  for  SIDS  research  in  fiscal  year  1992?     Is  this  sufficient 
to  fully  implement  the  3rd  year  of  the  five-year  plan?     If  not,  how 
much  more  is  necessary  to  fully  implement  the  3rd  year? 

Answer.     The  FY  1992  President's  budget  request  includes  a 
total  of  $41,500,000  for  SIDS  research.     Of  that  amount,  $6,100,000 
is  for  activities  that  relate  to  the  third  year  of  the  five-year 
plan.     Full  cost  for  the  third  year  would  require  an  additional 
$4,400,000  over  the  budget  request,  for  a  total  of  $10,500,000. 

SUBCOMMITTEE  RECESS 

Senator  Harkin.  Thank  you  very  much.  The  subcommittee  will 
stand  in  recess  to  reconvene  at  1:35  p.m.  to  hear  the  rest  of  the 
Institutes. 

[Whereupon,  at  12:34  p.m.,  Thursday,  March  14,  the  sub- 
committee was  recessed,  to  reconvene  at  1:35  p.m.  the  same  day.] 


(Afternoon  Session,  1:43  p.m.,  Thursday,  March  14, 1991) 

The  subcommittee  met  at  1:43  p.m.,  in  room  SD-192,  Dirksen 
Senate  Office  Building,  Hon.  Tom  Harkin  (chairman)  presiding. 
Present:  Senators  Harkin,  Hatfield,  and  Specter. 

DEPARTMENT  OF  HEALTH  AND  HUMAN  SERVICES 

National  Institutes  of  Health 

National  Institute  of  Environmental  Health  Sciences 

STATEMENT  OF  DR.  DAVID  HOEL,  ACTING  DIRECTOR 

OPENING  STATEMENT  OF  SENATOR  HARKIN  " 

Senator  Harkin.  Thank  you  very  much.  The  subcommittee  will 
resume  its  sitting. 

Dr.  Hoel,  I  want  to  welcome  you  before  the  committee  in  your 
first  appearance  representing  the  National  Institute  of  Environ- 
mental Health  Sciences. 

We  have  your  budget  that  totals  $254.4  million,  which  is  about 
5.6  percent  more  than  last  year. 

I  know  the  Institute  has  been  interested  for  a  number  of  years 
in  getting  underway  on  the  construction  of  a  new  building  in  Re- 
search Triangle  Park,  NC,  where  the  Institute  is  located.  We  will 
have  a  chance  to  talk  about  that  and  other  issues. 

At  this  time,  I  would  be  pleased  if  you  would  proceed  with  any 
opening  statement  that  you  care  to  make. 

Dr.  Hoel.  Thank  you  very  much,  Mr.  Chairman.  It  is,  indeed,  a 
pleasure  to  be  here. 

Before  beginning,  I  would  like  to  acknowledge  Dr.  David  Rail, 
who  retired  last  fall  after  20  years  as  the  director  of  NIEHS.  Dur- 
ing his  tenure,  he  built  both  the  Institute  and  the  National  Toxi- 
cology Program  for  which  everyone  in  the  environmental  health 
area  is  indeed  indebted. 

METAL  TOXICITY 

This  afternoon  I  would  like  to  briefly  describe  two  areas  of  the 
many  things  that  NIEHS  is  involved  in,  and  the  first  is — and  it  has 
already  been  mentioned — the  problems  with  metal  toxicity.  I  be- 
lieve tnat  NIEHS  has  been  a  leader  in  the  research  on  metal  tox- 
icity and  understanding  the  human  health  aspects  of  these  toxi- 
cants. 

In  particular,  we  are  thinking  these  days  about  lead,  mercury, 
and  manganese.  There  are  programs  now  with  regard  to  lead 
abatement  that  a  number  of  the  areas  of  the  government  are  in- 
volved with.  Our  research  is  continuing  with  Dr.  Needleman  of  the 
University  of  Pittsburgh  who  is  looking  at  the  possible  apparent 
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permanent  effects  of  low-level  lead  exposure  on  intellectual  and 
psychobehavioral  functions. 

Also,  clinical  studies  are  being  carried  out  to  find  better  drugs  to 
treat  lead  poisoned  children.  We  are  also  quite  interested,  through 
the  contracts  mechanism,  in  the  lead  transfer  from  the  mother  to 
the  fetus,  whether  this  is  from  bone  or  diet  or  just  what.  We  are 
developing  that  work. 

We  finished  a  major  conference  on  the  health  effects  of  lead  and, 
in  fact,  I  have  the  new  publication  in  Environmental  Health  Per- 
spectives that  came  out  last  November. 

In  the  area  of  mercury.  Dr.  Loe  has  already  mentioned  the  dental 
amalgams  issue  aired  on  the  "60  Minutes"  TV  program.  We  have 
begun  through  one  of  our  research  centers — ^Tom  Clarkson  at  Roch- 
ester— a  very  interesting  epidemiological  study  in  the  Seychelles  Is- 
lands where  individuals  there  are  exposed  to  low-level  mercury 
through  consumption  of  fish.  We  hope  to  develop  a  better  under- 
standing of  the  low  end  of  the  dose  response  curve  with  regard  to 
human  exposures. 

In  the  area  of  manganese,  we  had  a  conference  earlier  this  week. 
This  is  quite  important  to  the  EPA  because  it  is  being  proposed 
that  manganese  be  used  as  a  gasoline  octane  booster  in  this  coun- 
try. We  have  to  discover  what  are  possible  information  gaps  on 
health  effects.  We  do  not  want  to  create  another  situation  as  we 
had  with  lead. 

So,  I  think  in  this  area  we  need  both  the  epidemiological  clinical 
work,  exposure  understandings,  and,  in  particular,  basic  work  in 
mechanism  so  that  we  can  concentrate  on  the  effects  of 
neurobiology  and  fetal  exposure. 

INTERPRETATION  OF  TOXICOLOGICAL  TEST  DATA 

The  second  area  of  interest  is  in  interpretation  of  toxicological 
test  data.  Through  the  National  Toxicology  Program,  NIEHS  is  in- 
volved with  generating  this  for  the  Federal  Government.  And  what 
we  want  to  do  is  to  improve  the  methods  for  estimating  the  low- 
dose  effects  to  man  based  on  the  findings  in  high-dose  toxicological 
studies.  And  here  we  are  concentrating  on  generating  supplemental 
information  on  oncogene  activation,  pharmacokinetics,  receptor 
binding,  cell  proliferation,  and  so  forth.  The  regulatory  agencies 
will  be  able  to  incorporate  this  data  with  our  toxicological  findings 
so  that  they  could  do  a  better  job  in  terms  of  estimating  human 
health  risk  from  these  studies. 

We  are  also  quite  interested  in  research  in  biomarkers  for  meas- 
uring both  environmental  exposures  and  molecular  effects  in  peo- 
ple. We  see  also  an  important  future  research  area  in  terms  of  ge- 
netic susceptibility  to  toxicants. 

In  these  areas,  a  couple  of  examples  would  be  the  issue  of  dioxin 
and  the  effects  at  low  levels  and  the  idea  that  it  is  a  receptor  medi- 
ated effect  and  what  effect  this  might  have  with  regard  to  risk  as- 
sessments in  setting  low-dose  levels.  I  think  we  will  see  some  of 
this  during  this  year.  There  is  quite  a  concentrated  research  effort 
here. 

And  also  with  asbestos  and  the  controversies  about  abatement  of 
asbestos  in  buildings.  Here  the  argument  is  concerning  the  toxi- 
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cological  effects  of  fiber  type  and  size  and  so  on.  And  this  depends 
upon  basic  research. 

PREPARED  STATEMENT 

So,  my  message  here  is  that  we  need  the  basic  research  that  ties 
with  the  applied  toxicological  findings  so  that  we  can  do  a  better 
I  job  in  terms  of  handling  health-risk  assessments. 

I  thank  you  and  would  be  happy  to  answer  any  questions. 
[The  statement  follows:] 
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STATEMENT  OF  DR.  DAVID  HOEL 

The  National  Institute  of  Environmental  Health  Sciences 
(NIEHS)  Is  unique  among  the  research  Institutes  of  the  National 
Institutes  of  Health  because  Its  focus  centers  on  environmental 
health  effects.  Because  these  exposures  occur  throughout  life, 
NIEHS  research  touches  on  all  aspects  of  human  development,  from 
conception  and  birth  throughout  life. 

The  NIEHS  is  committed  to  developing  the  necessary  scientific 
base  the  world  community  requires  to  deal  effectively  with 
environmental  health  problems.  Through  its  efforts  to  seek  the 
causes  of  environmentally  related  diseases  and  disorders,  and  to 
identify  ways  to  prevent  them,  the  Institute  is  the  primary  center 
for  environmental  health  research  in  the  world.  Its  long-term 
goals  are  to  develop  the  extensive  research  base,  advanced 
scientific  methodology,  and  carefully  trained  manpower  essential  to 
understand,  and  ultimately  prevent,  adverse  effects  of  exposure  to 
environmental  agents. 

NIEHS  supports  research  and  training  programs  conducted  in 
universities  and  studies  in  private  research  laboratories 
throughout  the  U.S.  This  work  is  of  the  highest  quality  and 
productivity.  Non- federal  scientists  supported  by  NIEHS  make  an 
unique  contribution  to  the  field  of  environmental  health  sciences 
but  I  would  like  to  stress  our  Intramural  program  and  the  current 
and  planned  efforts  of  NIEHS  scientists. 

Much  of  NIEHS 's  research  involves  study  of  fundamental 
biologic  processes  and  how  environmental  agents  Interfere  with 
these  processes  at  the  cellular  and  molecular  levels.  Basic 
research  seeks  to  understand  the  underlying  mechanisms  of 
environmental  diseases  and  to  develop  effective  Interventions. 
Basic  research  is  vital  to  public  health  officials  in  designing 
disease  intervention  strategies  and  in  developing  public  policy. 
NIEHS  research  into  the  mechanisms  of  asbestos-caused  Illnesses 
illustrates  these  points. 

Toxicological  and  epidemiological  studies  of  asbestos-exposed 
populations  have  contributed  to  our  understanding,  yet  more  precise 
managements  of  risks  from  low-level  exposures  to  predominantly 
short  fibers  require  an  understanding  of  the  biological  mechanisms 
involved.  NIEHS  scientists  are  conducting  the  basic  research 
needed  to  understand  the  mechanisms  of  biological  action  of 
asbestos  and  to  better  define  the  significance  of  certain  key 
parameters  such  as  fiber  type,  fiber  size  and  lung  clearance 
mechanisms.  We  have  shown  that  chrysotile  asbestos  particles 
inhaled  into  the  lung  attract  lung  "scavenger"  cells,  known  as 
macrophages,  to  where  the  particles  are  lodged.  These  macrophages 
secrete  proteins  which  appear  to  initiate  a  defensive  flbrogenlc 
response.  An  understanding  of  the  basic  mechanisms  involved  in 
asbestos-induced  diseases  will  allow  more  precise  and  meaningful 
risk  assessments  and  may  even  provide  the  basis  for  developing  new 
approaches  to  disease  intervention  and  prevention.  Such 
assessments  are  vital  for  developing  and  implementing  public  health 
protection  and  disease  prevention  programs.  Knowledge  of  the 
mechanisms  of  action  for  asbestos  fibers  also  may  allow  meaningful 
risk  assessments  for  other  fibers  such  as  fiber  glass,  mineral  wool 
and  ceramic  fibers  which  are  being  developed  and  used  in  place  of 
asbestos.  NIEHS  scientists  and  those  supported  by  NIEHS  are 
conducting  this  basic  research. 

Basic  research  at  NIEHS  serves  another  important  function.  It 
provides  the  foundation  by  which  scientists  can  explain  the 
relevance  to  humans  of  health  effects  found  in  long-term 
toxicological  studies  conducted  in  animals  or  identified  in 
epidemiological    studies.       This    information    is    vital    to  public 
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officials  as  they  attempt  to  evaluate  the  possible  impacts  on  human 
health  from  an  environmental  agent  and  compare  that  risk  with  the 
costs  and  effectiveness  of  regulations.  Toxicological  studies  are 
of  the  utmost  importance  in  the  identification  of  adverse  human 
health  risks  including  cancer  and  reproduction.  NIEHS  is  using  the 
phenomenal  increase  in  scientific  tools  and  techniques  to 
understand  the  molecular  basis  of  the  results  of  toxicity  studies. 
These  tools  greatly  improve  the  ability  to  identify  chemicals  that 
may  cause  cancer  or  developmental  disorders  in  humans.  In 
addition,  NIEHS  scientists  are  conducting  research  designed  to 
determine  the  relevance  of  the  findings  of  toxicologic  studies  in 
rodents  (and  in  other  non-human  species)  to  actual  environmental 
and  occupational  exposure  conditions  encountered  by  people. 
Highlights  of  NIEHS  research  in  this  area  include: 

Cancer  is  a  multi-step  process  which  is  characterized  at  the 
cellular  level  by  abnormal  and  uncontrolled  cell  replication. 
Increasing  evidence  suggests  that  sets  of  cellular  genes  appear  to 
be  targets  for  genetic  alterations  that  contribute  to  this 
uncontrolled  growth.  The  development  of  many  types  of  cancer 
requires  changes  in  at  least  two  classes  of  cellular  genes:  genes 
which  can  "turn  on"  normal  cell  growth  and  replication  and  genes 
that  can  "turn  off"  cell  growth  and  replication.  This  is  a  complex 
interactive  molecular  system  to  regulate  cellular  growth  and  is  not 
entirely  understood;  however,  we  do  know  that  environmental  agents 
are  capable  of  interacting  with  these  genes  and,  in  the  process, 
can  initiate  tumor  formation. 

At  NIEHS,  we  examine  the  consequences  of  gene  damage  and  the 
development  of  chemically  induced  rodent  tumors.  NIEHS  now 
routinely  examines  tumors  arising  from  its  long-term  rodent 
studies.  If  the  test  chemical  damages  the  same  genes  in  the 
exposed  animals  as  those  observed  in  human  tumors,  then  the 
chemical  in  question  would  appear  to  have  the  ability  to  alter 
genes  which  are  involved  in  the  development  of  human  cancer.  For 
example,  a  cancer  gene,  called  K-ras ,  is  found  in  40%  of  a  common 
type  of  human  lung  tumor.  We  have  shown  that  some  important 
environmental  carcinogens  ( 1 , 3-butediene  and  methylene  chloride) 
involve  the  K-ras  gene  in  the  process  of  development  of  mouse  lung 
tumors.  This  information  together  with  data  on  human  exposure  to 
the  chemical  is  pertinent  for  the  design  of  regulatory  policies 
aimed  at  reducing  exposures  to  these  common  chemicals  in  both 
workers  and  the  general  public. 

Most  chemically  induced  tumors  are  thought  to  be  initiated 
when  the  chemical  interacts  with  DNA  to  interfere  with  normal  cell 
growth  and  reproduction.  However,  NIEHS  scientists  and  others  have 
conducted  toxicological  studies  in  which  tumors  develop  in  the 
absence  of  any  demonstrated  interaction  between  the  chemical  and 
DNA.  It  is  important  that  NIEHS  conduct  the  kinds  of  studies 
needed  to  explain  how  these  "non-genotoxic  chemicals"  can  induce 
tumors.  NIEHS  is  studying  a  mechanism  by  which  some  chemicals 
appear  to  act  in  part  by  damaging  normal  tissue,  for  example,  liver 
cells  leading  to  increased  cell  proliferation  to  replace  the 
damaged  tissue.  In  theory,  when  this  elevated  rate  of  cell 
replacement  together  with  chemical  exposure  is  sustained  over  a 
long  period  of  time,  cancer  may  result.  To  date,  only  a  few 
studies  have  been  done  on  the  relationship  of  sustained  cell 
proliferation  at  dose  levels  which  also  cause  cancer.  If  this 
possible  mechanism  of  action  is  proven  to  be  a  significant  cause  of 
cancer,  the  findings  will  have  important  public  health  implications 
in  evaluation  of  the  effects  of  levels  of  exposures  common  in  the 
general  population.  If  non-genotoxic  chemicals  cause  cancer  only 
in  the  presence  of  tissue  damage  and  the  resulting  increased 
production  of  new  cells,  these  cancers  may  have  different  relevance 
at  lower  levels  of  exposure.  NIEHS  research  will  reduce  much  of 
the  current  uncertainty  regarding  the  relationship  between 
increased  cell  proliferation  and  the  development  of  cancer. 
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In  addition  to  the  important  research  in  gene  regulation  and 
cell  proliferation  and  other  studies  of  chemically  Induced 
carcinogenesis,  NIEHS  scientists  are  studying  a  range  of  other 
possible  mechanisms  by  which  environmental  agents  cause  adverse 
effects  in  people.  Investigations  of  infertility,  conception,  and 
birth  defects  are  important  from  an  environmental  health  viewpoint, 
since  outcomes  in  these  areas  may  provide  the  earliest  and  most 
sensitive  indicators  of  exposures  to  hazardous  environmental 
agents.  Exposures  to  hazardous  environmental  agents  such  as  lead, 
mercury,  and  some  estrogenic  substances,  retinoids,  vitamin  A,  and 
alcohol  are  known  to  produce  serious  congenital  malformations. 
Environmental  agents  can  also  cause  the  fertilized  egg  to  fail  to 
implant  in  the  uterus  and  to  be  lost  or,  if  implantation  occurs, 
may  result  in  subsequent  functional  or  structural  defects  in  the 
child.  Until  very  recently,  much  of  the  research  in  this  field  has 
been  based  on  the  gross  observation  of  these  events  In  humans  or  in 
laboratory  animals.  Recent  advances  in  molecular  biology  now  make 
it  possible  to  study  sensitive  mechanisms  of  implantation, 
morphogenesis  and  growth  in  animals  that,  potentially,  have  great 
relevance  for  humans.  For  example,  NIEHS  scientists  have 
identified  some  genes  that  are  essential  in  the  regulation  of 
development  in  fruit  flies  and  that  may  have  counterparts  that  play 
similar  roles  in  mammals,  including  humans.  Molecular-based 
research  into  morphogenesis  and  growth  could  generate  new  knowledge 
of  the  mechanisms  underlying  many  types  of  birth  defects,  and 
provide  research  benefits  applicable  to  cancer,  genetics,  and  gene 
therapy  as  well.  Elucidation  of  the  target  genes  in  laboratory 
models  associated  with  specific  environmental  insults  could 
significantly  improve  the  assessment  of  potential  human  risks  from 
exposures  to  these  same  agents  and  might  also  have  Important 
therapeutic  implications.  NIEHS  intends  to  initiate  a  greatly 
expanded  effort  in  this  area  because  of  its  tremendous  potential 
for  improving  human  reproductive  health. 

Molecular  modelling  is  another  new  tool  the  NIEHS  is  beginning 
to  exploit  in  environmental  health  research.  We  are  excited  about 
the  possibility  that  theoretical  chemistry  can  provide  techniques 
that  are  useful  in  studying  how  biologic  molecules  such  as  DNA  and 
proteins  change  their  shape.  This  optimism  is  fueled  by  the 
development  of  basic  theories  and  experimental  data  in  chemistry 
and  physics  and  by  the  development  of  high  speed  computers  that 
have  vast  information  storage  capability.  A  major  effort  by  NIEHS 
at  present  is  to  understand  how  the  ras  protein  mentioned  earlier 
is  involved  in  causing  cancer.  The  normal  cellular  ras  can  be 
converted  to  the  cancer-linked  form  by  a  single  amino  acid  change. 
Computer  derived  comparisons  between  the  normal  and  cancer-causing 
proteins  reveal  differences  that  are  probably  related  to  the 
drastic  differences  in  biochemical  functions  of  the  proteins  and 
which,  additionally,  may  help  in  the  design  of  drugs  which  target 
the  cancer-causing  protein.  From  our  experience  with  the  studies 
of  the  ras  proteins,  we  also  plan  to  study  proteins  implicated  In 
AIDS. 

Over  the  past  20  years,  NIEHS  research  has  provided  a  major 
source  of  data  used  in  State  and  Federal  programs  to  set  targets 
for  improved  air  quality,  and  NIEHS-supported  studies  proved  that 
reducing  levels  of  criteria  pollutants  and  air  toxins  does  have  a 
beneficial  effect  on  public  health.  In  the  reauthorization  of  the 
Clean  Air  Act  (CAA)  in  1990,  Congress  emphasized  the  importance  of 
NIEHS 's  research  and  authorized  a  specific  role  for  the  Institute 
in     basic     health-related     air     research.  In     addition,  the 

authorization  addresses  the  Institute's  involvement  in  education 
and  training  of  physicians  in  environmental  health  and  mandates  a 
study  to  determine  the  levels  of  exposure  to  mercury  that  may  cause 
human  toxicity.  We  have  reviewed  these  specific  research  and 
training  responsibilities  to  determine  what  additional  efforts  we 
can  make  within  our  current  resources. 

serve^^rThi'^Ml.''^^.^  ^°  emphasize  that  the  NIEHS  continues  to 
serve  as  the  Nation's  principal  focus  for  research  in  the 
environmental  health  sciences.  Funds  appropriated  for  the  NIEhI 
Id^S?^^  ^t^te-of-the-art  epidemiologic  and  toxicologic  studies  Jhat 
aooncaLon       f  environmental    hazards;    the    development  and 

application  of  powerful  new  scientific  methods  for  use  In 
environmental  epidemiology  and  toxicology;  and  a  program  of  basic 
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biomedical  research  without  which  it  is  impossible  to  determine 
the  actual  contribution  of  environmental  agents  to  the  burden  of 
human  illness. 

Mr.  Chairman,  the  budget  request  for  the  National  Institute  of 
Environmental  Health  Sciences  is  $254,484,000.  I  am  pleased  to 
answer  your  questions . 
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Communications  in  Statistics,  1987-present.  Member,  Institute  of 
Medicine,  NAS,  1988.  Associate  Editor,  Biological  Monitoring;  An 
International  Journal,  1988-90. 
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CONSTRUCTION  OF  NEW  BUILDING 

Senator  Harkin.  Dr.  Hoel,  thank  you  very  much. 

For  a  number  of  years,  the  committee  has  been  aware  of  your  In- 
stitute's interest  in  constructing  a  new  building  to  replace  your 
north  campus  building  in  Research  Triangle  Park.  I  understana  the 
lease  on  your  existing  building  expires  in  May  and  that  you  are  an- 
ticipating the  costs  of  improvement  for  safety  and  air  handling  plus 
inflation  will  increase  the  rental  costs  by  up  to  50  percent  at  re- 
newal time.  So,  this  seems  to  make  the  option  of  building  even 
more  cost  effective.  Once  again,  however,  there  is  no  funding  re- 
quested in  the  NIH  buildings  and  facilities  budget  for  construction 
costs  of  your  building. 

What  would  you  expect  the  savings  to  be  if  we  built  a  new  build- 
ing for  the  Institute  as  opposed  to  continuing  rental  expenses? 

Dr.  Hoel.  I  think  if  our  rental  costs  did  not  go  up — and,  as  I  say, 
these  are  some  old  buildings  that  are  

Senator  Harkin.  If  they  do  not  go  up. 

Dr.  Hoel.  If  they  do  not  go  up,  I  imderstand  that  it  would  be 
about  a  13-year  payback  on  tnat  lease.  We  do  not  know  how  much 
they  are  going  to  go  up.  If  they  go  up  50  percent,  of  course,  that 
13-year  estimate  would  be  considerably  less.  So,  it  would  both  be 
the  advantage  of  bringing  our  scientists  together,  plus,  I  think,  it 
would  be  economical  from  the  government's  standpoint  to  construct 
this  facility. 

Senator  Harkin.  Dr.  Raub,  what  kind  of  priority  do  you  place  on 
this  building? 

Dr.  Raub.  As  we  look  at  it  over  the  longer  term,  it  is  clear  that 
there  are  the  advantages  that  Dr.  Hoel  indicates  with  respect  to 
that  facility.  For  the  immediate  future,  we  have  been  wrestling 
with  the  enormous  problems  of  infrastructure  on  the  NIH  campus 
in  Bethesda,  and  we  have  given  a  higher  priority  to  those  issues 
only  because  it  literally  means  keeping  the  enterprise  going  as  op- 
posed to  achieving  some  further  improvements  or  some  longer  term 
cost  savings. 

We  have  identified  the  NIEHS  needs  in  our  professional  judg- 
ments budgets  and  will  continue  to  do  that. 

Senator  Harkin.  I  understand  there  is  supposed  to  be  two  mod- 
ules. One  is  a  lab  and  one  is  an  office  module? 

Dr.  Hoel.  Yes;  that's  correct. 

Senator  Harkin.  Which  of  the  two  would  be  the  higher  priority 
for  the  Institute? 
Dr.  Hoel.  Well,  sir,  it  would  be  the  laboratory. 
Senator  Harkin.  Could  we  just  proceed  with  one? 
Dr.  Hoel.  Yes. 

Senator  Harkin.  One  last  question  I  have.  Dr.  Hoel,  is  last  year  j 
the  committee  provided  you  and  your  Institute  with  an  increase  of 
$1.5  million  to  begin  research  on  additional  chemical  compounds. 
The  committee  asked  that  you  give  the  highest  priority  to  research  I 
on  those  chemicals  encountered  by  farmers,  their  families,  and  ag- 
ricultural workers.  I  had  asked  that  question  earlier  in  a  different 
vein. 

But  tell  the  committee  what  is  imderway  now  with  regard  to  re- 
search into  the  health  effects  of  agricultural  chemicals.  , 
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Dr.  HOEL.  I  think  the  most  important  thing  we  have  started, 
which  we  had  not  done  in  the  past,  is  to  form  a  group  of  experts 
to  concentrate  on  a  particular  area.  We  are  starting  with  agricul- 
tural chemicals  to  see  which  ones  they  believe  to  be  of  the  greatest 
importance  from  a  public  health  standpoint  with  regard  to  toxi- 
cological  testing — what  types  of  tests  and  so  on.  They  can  advise 
us  as  to  what  the  priorities  should  be. 

Then  the  second  issue  would  be  what  are  we  doing  in  terms  of 
the  toxicity  testing.  It  is  a  long  process  in  terms  of  nomination  and 
going  through  preliminary  research  and  testing.  In  1991,  among 
our  subchronic  tests  we  are  beginning  21,  of  which  3  are  agricul- 
tural chemicals,  and  of  the  chronic  tests,  we  are  beginning  13,  of 
which  1  is  agricultural.  In  1992,  of  our  subchronics,  we  will  begin 
14,  of  which  4  are  agricultural,  and  of  the  chronics,  2  of  the  12  are 
agricultural. 

We  have  many  competing  issues  here.  For  example,  research  on 
electromagnetic  fields  will  begin.  The  retroviral  vector  that  was 
mentioned  relative  to  gene  therapy  will  be  tested.  And  so,  there  are 
quite  a  few  other  competing  issues. 

QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

Senator  Harkin.  Thank  you  very  much,  Dr.  Hoel.  There  will  be 
some  additional  questions  which  will  be  submitted  for  your  re- 
sponse in  the  record. 

[The  following  questions  were  not  asked  at  the  hearing,  but  were 
siJbmitted  to  the  Institute  for  response  subsequent  to  the  hearing:] 
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QUESTIONS  SUBMirrED  BY  THE  SUBCOMMITTEE 

THE  CLEAN  AIR  ACT 

Question.     The  Clean  Air  act  Amendments  which  passed  last  October  placed  a 
number  of  requirements  on  your  Institute  to  perform  air  pollution  studies. 
More  specifically,   the  studies  are  to  Identify  the  critical  toxic  elements  in 
the  air  and  the  level  at  which  they  become  health  hazards.     These  additional 
responsibilities  I  understand  would  cost  your  Institute  approximately  $8 
million. 

Why  is  there  no  request  for  these  funds? 

Answer.     When  the  Clean  Air  Act  Amendments  were  signed  into  law  on 
November  15,   1990,   the  process  of  preparation  of  the  budget  request  for  NIEHS 
for  fiscal  year  1992  was  too  far  along  to  permit  the  major  revisions  and 
recalculations  needed  to  justify  additional  funds  to  support  a  major  expansion 
of  research  into  the  health  effects  of  air  toxics.     However,  our  internal 
planning  process  tracked  the  progress  of  the  Clean  Air  Act  Amendments  relating 
to  health  effects  research  over  the  summer  of  1990  in  anticipation  of  passage 
and  enactment.     We  have  completed  a  research  plan  which  describes  and  sets 
priorities  for  additional  studies  authorized  in  the  new  law  including 
biomedical,  epidemiologic,  and  toxicologic  studies  intended  to  characterize  the 
health  risks  of  the  air  toxics  cited  in  the  reauthorization. 


NGN -ANIMAL  METHODS 

Question.     Last  year,  the  Committee  raised  a  concern  that  your  Naticmal 
Toxicology  Program  (NTP)  has  developed  a  number  of  non-animal  nv^thods,  or 
tests,  that  could  be  used  for  examining  the  health  effects  of  dhemip^i 
compounds  but  funding  has  been  too  short  to  validate  these  tes(;s.     In  fact,  the 
budget  of  the  portion  of  the  National  Toxicology  Program  which  validates  non- 
animal  tests  dropped  from  $5.7  million  in  1984  to  $2.8  million  in  1990.     I  see 
you  are  requesting  $3.9  million  for  this  program  in  1992. 

What  can  you  tell  the  Committee  about  your  efforts  to  validate  these  non-animal 
tests? 

Answer.     Since  NTP's  establishment,  it  has  given  high  priority  to 
development  and  validation  of  toxicologic  assay  methods  which  may  reduce  the 
use  of  whole  animals  and/or  provide  other  non-animal  models  in  toxicologic 
studies.     One  of  our  major  efforts  has  been  in  the  extensive  validation  of 
short-term  mutagenicity  studies.     We  have  learned  that  a  small  battery  of 
assays,   including  the  bacterial  Salmonella  assay,   identifies  mutagenic  activity 
and  that  a  positive  in-vitro  mutagenicity  result  is  a  clear  signal  that  a 
chemical  is  likely  to  be  carcinogenic  in  animals.     A  negative  mutagenicity 
result,  however,  is  unclear  regarding  carcinogenicity.     The  demonstration  that 
the  existing  short-term  methods  were  severely  limited  for  identifying 
carcinogens  dictated  that  we  explore  methods  that  reduce  our  dependence  on 
animals.     New  efforts  will  be  directed  to  specific  projects  that"  utilize 
computer-assisted  chemical  analysis  and  the  latest  methods  of  gene  manipulation 
to  develop  non- animal  models. 

Question.     To  what  extent  will  the  validation  of  these  tests  help  reduce 
the  use  of  animals  in  your  research? 

Answer.     One  effort  to  reduce  the  use  of  animals  in  research  is  in  the 
area  of  computer-assisted  chemical  analysis  of  the  diverse  chemical  classes 
that  have  been  assayed  for  cancer  and  other  toxic  endpoints.     If  such 
information  proves  diagnostic,   it  could  be  used  to  reduce  the  necessity  to  test 
additional  chemicals  within  a  given  class,  thereby  reducing  numbers  of  animal 
studies  needed.     Another  major  effort  enables  researchers  to  transfer  and 
direct  the  expression  of  genes  into  cells.     As  knowledge  of  molecular  aspects 
of  cancer  improves,   it  becomes  increasingly  possible  to  introduce  and  activate 
metabolically  important  genes  in  cultured  cells  so  that  individual  cells  can 
assume  many  of  the  functions  found  in  intact  tissues  in  animals.     Among  the 
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advantages  of  these  cells  would  be  their  ability  to  activate  and  detoxify 
chemical  substances  and  their  ability  to  exhibit  easily  measurable  biochemical 
responses.    While  these  efforts  should  reduce  our  dependence  on  animals,  there 
is  considerable  scientific  doubt  about  the  prospects  for  total  replacement  of 
mammalian  systems  for  toxicologic  studies  in  the  foreseeable  future. 

ELECTROMAGNETIC  FIELDS 

Question.     Last  year  the  Committee  expressed  concern  about  the  health 
effects  of  constant  exposure  to  low  radiation  6ipitting  from  such  sources  as 
electric  blankets  and  power  lines.     Tell  us  the  progress  you  are  making  on  the 
research  in  this  area  and  how  it  is  coordinated  with  work  funded  by  the 
Environmental  Protection  Agency. 

Answer.     The  NIEHS  has  a  number  of  activities  which  address  the  concerns 
raised  about  the  health  effects  of  low  frequency  electromagnetic  fields  (EMF) 
emitted  by  sources  such  as  power  lines.     In  September  1990,  the  Institute  held 
a  planning  conference  with  participation  by  the  Environmental  Protection  Agency 
(EPA),  the  National  Institute  of  Child  Health  and  Human  Development,  the 
National  Institute  for  Neurologic  Disorders  and  Stroke,  the  Electric  Power 
Research  Institute,  and  selected  principal  investigators.    This  meeting 
provided  a  direction  for  a  program  announcement  planned  for  May  1991.  The 
focus  of  this  announcement  is  on  the  biological  effects  and  basic  mechanisms  of 
low  frequency  EMF.     In  addition,  this  announcement  encourages  .investigators  to 
develop  improved  exposure  systems  for  EMF  studies. 

In  February  of  this  year,  the  NIEHS  hosted  a  workshop  entitled  "Recent 
Developments  on  the  Health  Consequences  and  Clinical  Applications  of  Low 
Frequency  Electromagnetic  Fields."    This  workshop  helped  to  provide  an 
awareness  of  the  methodological  problems  encountered  in  conducting  studies  on 
EMF  health  effects,  and  provided  an  overview  of  the  status  of  EMF  research. 

In  FY  1991  the  NIEHS  funded  three  new  grants  on  EMF  health  effects.     Two  of  the 
grants  are  examining  the  effects  of  EMF  at  the  cellular  level,  and  the  other 
grant  is  developing  methodologies  for  precisely  measuring  exposures  to  low 
frequency  radiation. 

The  NTP  has  been  requested  by  the  Department  of  Energy  (DOE) ,  the  National 
Association  of  Regulatory  Utility  Commissioners,  and  the  utilities  industries 
to  evaluate  the  toxic  and  carcinogenic  potential  of  EMF  in  laboratory  animals. 
The  nomination  was  approved  by  the  NTP  Executive  Committee  which  is  comprised 
of  nine  Federal  Agency  Heads  including  the  Administrator,  EPA.     The  study 
design  has  been  reviewed  and  approved  by  many  expert  scientists,  including 
those  from  the  EPA.     No  comparable  studies  have  been  planned  by  the  EPA,  DOE, 
or  other  Federal  agencies.  The  first  studies  on  the  reproductive  effects  and 
possible  carcinogenicity  of  60  Hz  magnetic  fields  will  begin  this  year. 


NEW  NORTH  CAMPUS  BUILDING 

Question.     For  a  number  of  years  the  Committee  has  been  aware  of  your 
Institute's  interest  in  constructing  a  new  building  to  replace  your  North 
Campus  building  in  Research  Triangle  Park.     I  understand  the  lease  on  your 
existing  building  expires  in  May  and  that  you  are  anticipating  the  costs  of 
Improvement  for  safety  and  air  handling  plus  Inflation  will  increase  the  rental 
costs  by  up  to  50  percent  at  renewal  time.     This  seems  to  make  the  option  of 
building  even  more  cost  effective. 

We  have  already  paid  for  the  architectural  and  engineering  work  of  the  new 
I    building,  which  I  believe  was  finished  last  November.    What  is  the  shelf  life 
of  this  work? 

Answer.    The  plans  that  we  now  have  will  be  good  until  July  1992.    If  we 
haven't  received  a  building  permit  by  that  time  we  would  have  to  update  the 
design  to  meet  new  building  code  requirements  at  a  cost  of  approximately  $1 
million. 
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QUESTIONS  SUBMITTTED  BY  SENATOR  ARLEN  SPECTER 

HEALTH  EFFECTS  OF  ELECTROMAGNETIC  FIELDS 

Question.     Dr.  Hoel,  earlier  today  I  raised  a  question  with  Dr.  Broder 
regarding  the  health  effects  of  electromagnetic  fields.     As  you  may  have  heard, 
the  residents  of  South  Scranton  are  deeply  concerned  over  the  high  voltage 
power  lines  which  run  through  their  community,  and  reports  of  an  elevated 
incidence  of  cancer.     Has  the  Institute  supported  studies  on  this  matter? 

Answer.     Yes,  the  Institute  began  several  projects  in  FY  1991  which 
address  the  concerns  raised  about  the  health  effects  of  low  frequency 
electromagnetic  fields  (EMF)  emitted  by  sources  such  as  power  lines.     Three  new 
grants  were  funded  which  deal  with  the  effects  of  EMF  at  the  cellular  level  and 
with  developing  methodologies  for  precisely  measuring  exposures  to  low 
frequency  radiation.     NIEHS'  National  Toxicology  Program  (NTP)  has  begun 
studies  on  the  reproductive  effects  and  possible  carcinogenicity  of  60  Hz 
magnetic  fields. 

Question.     Should  a  health  effects  study  be  done  and  what  role  could  the 
National  Institute  of  Environmental  Health  Sciences  play  in  the  matter? 

Answer.     Health  effects  studies  should  certainly  be  done.     The  Institute 
held  a  planning  conference  in  September  1990  with  participation  by  the 
Environmental  Protection  Agency,   the  National  Institute  of  Child  Health  and 
Human  Development,   the  National  Institute  for  Neurologic  Disorders  and  Stroke, 
the  Electric  Power  Research  Institute,  and  selected  principal  investigators. 
The  focus  of  the  conference  was  on  the  biological  effects  and  basic  mechanisms 
of  low  frequency  EMF.     Also,  the  Department  of  Energy,  the  National  Association 
of  Regulatory  Utility  Commissions,  and  the  utilities  industries  have  requested 
the  NTP  to  evaluate  the  toxic  and  carcinogenic  potential  of  EMF  in  laboratory 
animals . 


FoGARTY  International  Center 

STATEMENT  OF  DR.  PHILIP  SCHAMBRA,  DIRECTOR 

BUDGET  REQUEST 

Senator  Harkin.  Dr.  Schambra,  the  committee  has  your  request 
of  $19.9  milHon,  which  is  $13.7  milHon  more  than  last  year. 

We  are  famihar  with  your  programs  to  support  visits  of  foreign 
scientists  to  the  United  States  and  the  placement  of  U.S.  scientists 
overseas.  The  committee  looks  forward  to  hearing  about  your  ex- 
panding Eastern  European  and  Latin  American  initiatives. 

Welcome  and  please  proceed  with  your  statement. 

Dr.  Schambra.  Thank  you,  Senator. 

Senator,  I  will  be  even  briefer  than  the  prepared  summary  of  my 
opening  statement,  both  of  which  I  would  like  to  submit  for  the 
record  with  your  permission. 

Senator  Harkin.  Certainly. 

Dr.  Schambra.  Mr.  Chairman,  I  think  it  is  clear  that  we  live  in 
a  time  of  enormous  changes  and  of  enormous  challenges  and  oppor- 
tunities. The  countries  of  central  and  Eastern  Europe  and  the  So- 
viet Union  have  opened  up  and  our  scientists  have  responded.  We 
have  much  to  give  and  much  to  learn  in  the  exchanges  which  are 
taking  place  and  growing  day  by  day  aided  by  our  Eastern  Euro- 
pean initiative  which  the  Congress  has  so  strongly  supported.  I 
would  be  pleased  to  tell  you  more  about  what  we  are  doing  under 
that  initiative  later  on  in  response  to  a  question  or  for  the  record, 
if  you  wish. 

Likewise,  the  importance  of  collaborating  with  scientists  and  in- 
stitutions in  developing  countries  is  becoming  increasingly  clear. 
Not  only  must  these  coim tries  deal  with  old,  unconquered  diseases 
such  as  malaria  and  cholera — and  as  you  know  from  the  papers 
right  now,  cholera  is  killing  hundreds  of  people  in  South  America 
even  today— but  also  the  poorer  regions  of  the  world  are  often  the 
source  of  new  diseases  such  as  AIDS  which  threaten  the  entire 
world. 

AIDS  TRAINING  PROGRAM 

Our  international  AIDS  training  programs,  now  in  their  third 
year,  constitute  one  of  the  most  important  responses  by  the  U.S. 
Government  to  addressing  the  AIDS  problem  by  helping  developing 
countries  participate  in  research  on  this  disease  ana  eventually 
participate  in  the  field  trials  of  vaccines  now  under  development  in 
the  NIH  and  elsewhere. 

Because  of  the  threat  which  diseases  in  developing  countries  rep- 
resent not  only  to  the  people  of  these  countries,  but  also  to  the  peo- 
ple of  the  United  States,  we  began  our  Latin  American  initiative 
last  year  to  expand  cooperation  between  biomedical  scientists  of 
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this  hemisphere.  And  I  would  be  happy  also  to  tell  you  more  about 
what  we  are  doing  under  this  initiative. 

Finally,  we  continue  our  efforts  to  bring  together  the  scientists 
from  the  leading  laboratories  of  the  United  States  and  those  in 
Western  Europe,  Japan,  and  other  developed  countries,  among  the 
best  and  brightest  in  the  world.  And  I  might  say,  Mr.  Chairman, 
that  that  includes  in  recent  years  three  bright  young  scientists 
from  abroad  who  have  gone  to  institutions  in  Iowa  and  four  leading 
lowan  scientists  who  went  to  different  places  around  the  world, 
and  all  of  these  to  work  on  such  problems  as  heart  disease,  cancer, 
diabetes,  and  Alzheimer's  disease,  among  others. 

PREPARED  STATEMENT 

Senator,  with  our  1992  budget  request  of  $19,922,000,  I  expect 
that  the  Fogarty  Center  will  not  only  continue,  but  expand  its  criti- 
cally important  role  in  the  world's  No.  1  goal,  which  is  better 
health  for  all. 

I  would  be  pleased  to  respond  to  any  questions. 

[The  statement  follows:] 
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STATEMENT  OF  DR.  PHILIP  SCHAMBRA 

The  global  biomedical  research  conununity  is  being  influenced  increasingly 
by  a  rapidly  changing  world- -scientifically ,  politically,  and  economically. 
The  emergence  of  democratic  governments  in  Central  and  Eastern  Europe  and 
Latin  America,  the  collective  decision  by  the  countries  of  Western  Europe  to 
unify  their  economies,  and  the  movement  by  many  former  socialistic  societies 
toward  a  free  market  have  provided  new  challenges  and  new  opportunities  for 
scientists  and  institutions  dedicated  to  biomedical  research.     These  events 
have  stimulated  a  climate  of  greater  openness  on  the  part  of  scientists  s 
throughout  the  world  and  have  made  possible  extraordinary  opportunities  for 
scientific  collaboration.  ..-;;tc; 

The  worldwide  pattern  of  diseases  threatening  human  well-being  Is 
continually  changing.     The  programs  of  the  Fogarty  International  Center  weave 
together  tightly  to  form  a  comprehensive  yet  flexible  response  to  these 
challenges.     During  FY  1990,  FIC  programs  increased  the  number  of  ~;::Tr''  i 

collaborating  scientists  worldwide,  and  enabled  newfound  discoveries  to  be  r-- 
discussed  and  studies  to  be  undertaken  in  laboratories  in  remote  areas  of  the 
world.    Through  continuing  such  combined  and  collaborative  efforts  the  nature 
of  these  diseases  can  be  understood  and  their  Incidence  reduced. 

It  is  the  mission  of  the  Center  to  stimulate  and  enhance  this 
collaboration  at  all  levels- -scientist- to-scientist,  institution-to- 
institution,  and  nation-to-nation.    We  can  count  a  number  of  successes  toward 
this  objective  this  past  year.    We  have  begun  new  initiatives  in  intematiotial 
cooperation  that  take  advantage  of  the  improved  political  climate  in  Latin 
America  and  Eastern  Europe.    We  are  working  closely  with  the  NINDS  to  develop 
a  program  of  cooperation  on  international  aspects  of  the  "Decade  of  the 
Brain,"  including  joint  support  for  a  targeted  fellowship  program,  as  well  as 
international  workshops  and  conferences. 

The  Fogarty  Center's  ability  to  marshall  NIH  research  expertise  in 
response  to  changing  world  conditions  are  exemplified  by  its  two  regional 
initiatives  in  Latin  America  and  the  Caribbean,  and  Central  and  Eastern 
Europe,  which  were  implemented  in  FY  1990.     To  date  FIC  has  provided  support 
for  18  scientists  from  6  NIH  institutes  to  conduct  cooperative  research 
activities  in  5  countries  in  Central  and  Eastern  Europe;  and  for  20  scientists 
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from  10  NIH  institutes  to  conduct  cooperative  research  activities  in  10 
countries  in  Latin  America  and  the  Caribbean.     FIC  has  also  provided  support 
for  17  scientists  from  these  regions  to  conduct  research  in  7  institutes  of 
the  NIH.    An  example  is  the  support  provided  for  a  Czechoslovakian  scientist 
to  work  in  the  laboratory  of  an  NIH  Nobel  Laureate  to  develop  an  understanding 
of  an  epidemic  of  spongiform  encephalopathy  in  her  native  country,  and  its 
relationship  to  similar  devastating  neurological  diseases  such  as  Creuzfeldt- 
Jacob  (CJD)  Disease.     This  collaboration  appears  to  have  led  to  the  discovery 
of  a  genetic  defect  in  CJD  victims.    Based  on  the  high  level  of  interest  in 
these  two  regional  initiatives,  it  is  expected  that  activities  will  greatly 
expand  in  Fiscal  Years  1991  and  1992. 

The  Center  employs  a  variety  of  fellowship  and  exchange  programs  that 
support  scientists  at  every  level  of  experience  to  promote  the  interchange  of 
new  ideas  and  scientific  knowledge.     The  research  of  these  FIC-supported 
scientists  spans  the  breadth  of  biomedical  investigation.  Research 
discoveries  that  have  been  made  in  the  fields  of  cancer,  neurobiology, 
diabetes,  and  AIDS  illustrate  this  diversity. 

Our  Senior  International  Fellowship  (SIF)  program  supports  experienced 
American  scientists  to  conduct  research  overseas  with  foreign  colleagues. 
Since  1975,  the  SIF  program  has  funded  nearly  700  U.S.  scientists;  in  Fiscal 
Years  1991  and  1992,  the  Center  expects  to  award  fellowships  to  87  U.S. 
investigators.  ^ 

o  An  American  scientist  at  the  Imperial  College  in  London  has 
identified  genes  that  may  play  an  important  role  in 
carcinogenesis,  especially  in  a  certain  subgroup  of  susceptible 
people.    Through  an  analysis  of  genetic  mechanisms  which  control 
chromosome  division,  he  identified  genes  responsible  for 
maintaining  normal  cell  division.    Such  knowledge  will  be 
important  in  developing  new  strategies  for  prevention  or 
treatment  in  susceptible  persons, 
o  An  American  scientist  at  the  Institute  for  Cancer  Research  in 
London  has  studied  a  particular  oncogene  associated  with  the 
malignant  transformation  of  normal  cells.    He  found  that  this 
oncogene  alters  the  structure  of  regulatory  proteins  which 
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control  normal  cell  division.     By  identifying  such  individual 
steps  in  carcinogenesis,  more  specific  and  effective  therapies 
can  be  developed. 

Since  1958,  FIC's  International  Research  Fellowships  (IRF)  have  been 
awarded  to  more  than  2,700  scientists  from  over  50  developed  and  developing 
countries.     In  Fiscal  Years  1991  and  1992,  FIC  plans  to  fund  190  new  IRF 
awards  to  applicants  to  conduct  research  in  laboratories  in  more  than  20 
states.     In  addition,  during  this  same  period,  FIC  expects  to  fund  second  year 
awards  for  108  IRFs  who  began  their  fellowships  in  Fiscal  Years  1990  and  1991. 
Research  funded  through  this  program  is  finding  solutions  to  problems  that 
affect  mankind. 

o  Two  foreign  scientists  are  working  on  the  cause  of  Alzheimer's 

disease,   an  increasingly  important  public  health  problem  due  to  .  . 

the  increase  in  life  expectancy  of  the  world's  population.  One 
of  the  characteristic  pathological  changes  in  the  brain  of  a 
patient  with  Alzheimer's  disease  is  the  occurrence  of  multiple 
areas  of  nerve  degeneration  containing  an  abnormal  protein 
called  amyloid.     These  foreign  scientists  are  working  on  the 
cause  of  the  amyloid  formation.     Such  basic  studies  are  needed 
to  develop  methods  of  treatment  and  prevention, 
o  A  Hungarian  scientist  at  the  Joslin  Diabetes  Center  of  Harvard 
University  has  conducted  studies  on  human  cell  receptors  for 
insulin.     These  receptors  are  the  passage  ways  through  which 
insulin  gains  entry  into  the  cell.     It  is  within  the  cell  that 
insulin  has  an  influence  on  the  metabolism  of  sugars.     For  this 
reason  this  scientist  is  seeking  ways  to  hasten  the  entry  of 
insulin  by  modifying  the  insulin  receptors- -to  "widen  the 
passage  ways",  so  to  speak.     This  sort  of  research  may  open  up 
the  prospect  of  new  opportunities  for  the  treatment  of  diabetes. 
Much  is  expected  of  FIC's  Scholars- in-Residence  who  represent  the  best 
the  world  has  to  offer  in  biomedical  research.     Eight  to  ten  Scholars  work  at 
the  NIH  at  any  one  time.     A  Norwegian  Scholar  is  internationally  known  for  his 
pioneering  research  on  fatty  acid  metabolism  and  the  role  of  lipids  in  the 
pathogenesis  of  cardiovascular  disease.     As  a  Fogarty  Scholar  he  plans  studies 
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with  NCI  Investigators  on  the  relationship  between  dietary  nutrients  and 
cancer.     These  efforts  will  include  research  on  the  role  of  retinoids- -vitamin 
A  and  related  compounds- -on  cell  growth.     Such  studies  may  lead  to  new 
strategies  for  cancer  therapy. 

The  FIC  AIDS  research  and  fellowship  training  programs,  mandated  by 
Congress,  have  been  established  in  11  U.S.  universities.     Now  in  their  third 
year  of  operation,  they  have  trained  epidemiologists,  postdoctoral  scientists, 
and  clinical  investigators  from  44  countries  primarily  in  the  developing 
world.     By  the  end  of  this  fiscal  year,  90  scientists  will  have  received  a 
graduate  degree  in  public  health  or  science,  and  50  will  have  received  post- 
doctoral research  training.    Approximately  3,500  health  care  workers  will  have 
taken  U.S.  supervised  short-term  courses  in  their  own  country  in  epidemiology 
and  laboratory  procedures.     Through  these  efforts  these  countries  can  and  are 
joining  with  us  in  international  cooperation  in  AIDS  research. 

Under  this  AIDS  training  program  two  scientists  from  Uganda  are  in 
advanced  training  at  Case  Western  Reserve  University.     One  scientist  is 
conducting  research  on  the  influence  of  the  AIDS  epidemic  on  the  occurrence  of 
tuberculosis  (TB) .     TB  has  become  a  major  complication  in  AIDS  patients  in  all 
parts  of  the  world  including  the  United  States.      New  strategies  must  be 
developed  to  combat  this  double  threat.     The  other  scientist  is  examining  the 
influence  of  protein-energy-malnutrition  (PEM)  on  HIV  infection  in  Infants  and 
young  children.     The  seriousness  of  PEM  as  a  common  problem  in  Africa  is 
compounded  by  the  alarming  increase  in  AIDS  In  Infants  and  young  children. 
This  research  should  lead  to  new  strategies  for  nutrition  therapy  in  AIDS- 
infected  infants. 

The  Fogarty  Center  plays  a  major  role  within  the  NIH  in  facilitating 
scientific  cooperation  between  NIH  scientists  and  those  of  other  countries  of 
the  world.     Staff  of  the  Center  provide  policy  guidance  and  direction,  assist 
in  the  development  and  management  of  bilateral  and  multilateral  biomedical 
agreements,  programs  and  initiatives,  and  analyze  international  health  and 
biomedical  Issues  to  support  NIH,  Departmental,  and  Administration  decision 
makers.     The  Center  also  links  the  NIH  with  other  International  components  of 
the  Department  of  Health  and  Human  Services,  the  Department  of  State,  the 
White  House  Office  of  Science  and  Technology  Policy,  foreign  scientific 
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institutions,  multilateral  organizations  and  non- governmental  bodies  concerned 
with  international  health  and  biomedical  research.     FIC  currently  administers 
NIH  participation  in  73  formal  biomedical  agreements  with  39  countries. 

To  illustrate  our  role  in  providing  policy  guidance  and  technical 
support,   in  FY  1990  I  was  appointed  Vice  Chairman  of  the  Federal  Coordinating 
Council  for  Science,  Engineering  and  Technology  Committee  on  International 
Science,  Engineering  and  Technology,  and  Chairman  of  its  Subcommittee  on 
Cooperation  with  Industrialized  Countries.     These  bodies  provide  government- 
wide  policy  guidance  on  international  S&T  issues  and  serve  as  mechanisms  for 
interagency  planning  and  coordination.     FIC  staff  led  committee  activities  to 
assess  the  effects  of  European  economic  integration  on  science  and  technology 
relations  with  the  U.S.  and  provided  guidance  for  the  White  House  Office  of 
Science  and  Technology  Policy  in  this  critical  area.     As  a  result  of  these 
efforts,  the  United  States  has  formed  a  Joint  Consultative  Group  with  the 
Commission  of  the  European  Economic  Community  which  is  chaired  on  the  U.S. 
side  by  the  Science  Advisor  to  the  President. 

In  conclusion,   the  budget  request  before  you  will  enable  the  Fogarty 
Center  to  significantly  enhance  its  ability  to  promote  international 
cooperation  in  the  biomedical  sciences  for  the  benefit  of  all  mankind.  We 
will  be  able  to  expand  research  in  the  neurosciences  as  our  contribution  to 
the  "Decade  of  the  Brain,"  as  well  as  expand  activities  under  our  two  regional 
initiatives . 

We  stand  on  the  threshold  of  a  rapidly  changing  world  that  offers  new 
opportunities  for  scientific  collaboration  and  the  exchange  of 
ideas.     Through  our  expanded  outreach  efforts,  we  can  bring  home  to  the 
American  people  the  best  dividends  that  derive  from  medical  research  wherever 
it  occurs  in  the  world- -better  health  for  all. 

Our  1992  budget  request  is  $19,922.00.    Mr.  Chairman,  I  will  be  pleased 
to  answer  any  questions  you  may  have.     Thank  you. 
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NEUROSCIENCE  FELLOWSHIPS 

Senator  Harkin.  Dr.  Schambra,  you  have  a  request  for  a  new 
program  called  neuroscience  fellowships.  What  is  this? 

Dr.  Schambra.  Sir,  this  is  a  part  of  our  participation  in  the  Dec- 
ade of  the  Brain — ^it's  the  international  dimensions.  With  the  en- 
couragement of  the  Congress  in  our  1991  budget,  and  in  collabora- 
tion with  the  Neurology  Institute,  we  plan  to  initiate  a  special  pro- 
gram of  fellowships  for  senior  neuroscientists  from  Eastern  Euro- 
pean coimtries.  These  people  for  a  number  of  years  have  not  fiilly 
been  in  contact  with  the  leading  scientists  in  the  West  and  the 
United  States.  This  new  fellowslnn  will  bring  them  to  the  United 
States  for  periods  of  up  to  3  montKs,  which  may  then  be  repeated 
in  successive  years,  to  bring  their  skills  up  to  date.  We  are  provid- 
ing the  travel  and  the  stipend  for  these  senior  fellows.  The  Neurol- 
ogy Institute  is  providing  the  support  for  their  research  while  they 
are  in  the  United  States. 

AFRICAN  INITIATIVES 

Senator  Harkcst.  The  President  sent  Secretary  Sullivan  to  Africa 
in  January  to  determine  ways  the  United  States  could  improve  the 
dismal  health  situation  for  children  on  that  continent. 

Does  the  Fogarty  International  Center  have  any  plans  to  help 
this  situation? 

Dr.  Schambra.  Yes,  sir;  indeed  we  have.  To  place  them  in  per- 
spective, you  may  recall  that  last  December  there  was  held  in  New 
York,  at  the  United  Nations,  the  World  Summit  for  Children, 
which  was  the  greatest  gathering  of  the  largest  number  of  heads 
of  state  and  heads  of  government  in  history.  President  Bush  in  his 
appearance  before  the  summit  declared  that  he  was  sending  Sec- 
retary Sullivan  and  a  team  to  Africa  to  study  the  health  situation 
there,  especially  as  it  involved  children,  and  to  report  back  on  what 
the  United  States  might  do  to  respond  to  that  situation.  I  might 
mention  in  addition  to  Secretary  Sullivan,  Assistant  Secretary 
Mason  and  the  Director  of  the  Child  Health  Institute,  Duane  Alex- 
ander, participated  in  that  delegation. 

The  information  that  they  came  back  with  is  really  quite  striking 
and  disturbing.  Just  to  cite  some  of  the  information  that  they  re- 
ported, of  the  15  countries  in  the  world  with  the  highest  infant 
mortality  rates,  14  are  found  in  Africa.  The  child  mortality  rate  is 
10  to  15  times  higher  in  sub-Saharan  Africa  than  it  is  in  the  Unit- 
ed States,  and  maternal  mortality  is  up  to  100  times  higher.  Major 
causes  of  childhood  morbidity  and  mortality  include  respiratory  dis- 
eases, diarrheal  diseases,  malaria,  and  other  parasitic  diseases — 
about  1  million  children  a  year  die  from  malaria — malnutrition  and 
HIV  infections  acquired  from  mothers.  There  are  about  500,000 
children  in  Africa  now  that  are  infected  with  the  AIDS  virus  trans- 
mitted from  their  mothers.  And  then,  of  course,  the  problems  asso- 
ciated with  high  frequency  of  pregnancies  in  the  population. 

What  they  reported  and  what  liiey  found  was  that  there  are 
needs  and  opportunities  to  train  African  biomedical  scientists  and 
health  professionals  so  that  they  can  participate  in  understanding 
and  assessing  their  health  and  population  problems  and  participate 
in  their  solution.  There  is  a  need  to  strengthen  a  few  selected 
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health  and  medical  education  centers  throiighout  Africa  that  can 
provide  training,  conduct  research,  disseminate  information,  and 
help  local  governments  set  priorities  for  delivery  of  health  services. 
And  there  is  a  need  to  apply  American  scientific  skills  in  coopera- 
tion with  African  scientists  to  find  some  solutions,  such  as  new  and 
improved  vaccines  and  other  means  of  preventing  these  diseases. 

Even  prior  to  Secretary  Sullivan's  departure  for  Afi'ica  in  Janu- 
ary, we  worked  with  our  Child  Health  Institute  and  our  Allergy 
and  Infectious  Diseases  Institute  to  try  to  find  ways  that  we  might 
be  prepared  to  respond  to  the  opportunities  and  the  needs  identi- 
fied there  and,  in  fact,  came  up  with  a  five-point  program.  I  would 
be  pleased  to  submit  the  details  for  the  record.  But  basically  it 
would  consist  of  a  child  survival  training  grant  that  would  be  mod- 
eled on  our  very  successful  AIDS  international  training  grants  that 
we  have  now,  fellowships  for  Americans  to  go  to  Africa  and  for  Afri- 
cans to  come  to  leading  U.S.  institutions  to  gain  the  necessary 
skills. 

Senator  Harkin.  When  would  that  start?  Would  that  start  soon? 
Dr.  ScHAMBRA.  As  soon  as  we  find  the  money  to  do  it,  sir. 
[Laughter.] 

We  would  also  provide  research  grant  supplements  to  American 
scientists  already  supported  by  NIH  but  who  need  a  little  extra 
money  to  develop  the  knowledge  needed  to  solve  some  of  these 
problems. 

Senator  Harkin.  Well,  is  that  part  of  your  budget  request  for 
next  year? 

Dr.  ScHAMBRA.  No,  sir;  this  proposal  was  developed  since  the 
visit  of  the  Secretary  and  others  to  Afiica  in  January. 

Senator  Harkin.  Well,  I  think  we  ought  to  ask  the  Secretary  if 
he  would  like  to  increase  your  budget  a  little  bit  to  do  that  then. 

Dr.  ScHAMBRA.  I  would  be  pleased  if  you  would. 

Senator  Harkin.  We  will  ask  the  Secretary.  If  he  wants  to  follow 
through,  let's  match  the  rhetoric  with  some  resources  here. 

Thank  you  very  much,  Dr.  Schambra. 

AIDS  TEST  KIT 

Dr.  Raub.  Mr.  Chairman,  you  might  be  interested  to  know  that, 
complementing  the  efforts  Dr.  Schambra  was  describing,  is  an  ac- 
tivity that  is  the  bjrproduct  of  the  revenues  from  the  AIDS  test  kit. 
The  Department  of  Health  and  Human  Services  and  the  Pasteur 
Institute  in  Paris  are  the  co-owners  of  that  invention,  which  pro- 
vides a  substantial  revenue  stream.  A  big  fi^action  of  that  goes  into 
a  foundation  called  the  World  AIDS  Foundation  that  is  jointly 
overseen  by  the  two  institutions.  Dr.  Schambra  and  his  staff  pro- 
vide the  principal  stafT  support  for  it.  It  has  created  the  means  to 
give  various  types  of  grants  for  training  especially  related  to  health 
services  associated  with  AIDS  in  Africa  and  Central  America,  the 
Far  East,  and  other  regions  where  the  AIDS  epidemic  is  either  al- 
ready burgeoning  or  threatening.  It  is  emerging  as  a  very  impor- 
tant complement  to  the  research  training  and  research  activities 
that  we  do. 


967 

QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

Senator  Harkin.  Thank  you  both  very  much.  A^ain,  I  appreciate 
your  staying  here  over  the  lunch  hour.  There  will  be  some  addi- 
tional questions  which  will  be  submitted  for  your  response  in  the 
record. 

[The  following  questions  were  not  asked  at  the  hearing,  but  were 
siJbmitted  to  the  Center  for  response  subsequent  to  the  hearing:] 
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QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

NEUROSCIENCE  FELLOWSHIPS 

Question.     I  see  in  your  1992  budget  for  the  first  time  a 
request  for  a  nev;  program  called  Neuroscience  Fellowships.  Since 
this  is  a  new  program  could  you  tell  the  Committee  the  program' s 
purpose  and  how  it  will  operate? 

Answer.  Recognizing  the  need  for  a  worldwide  effort  on 
research  in  the  neurosciences ,  and  in  response  to  the  declaration 
by  the  Congress  of  the  1990s  as  the  "Decade  of  the  Brain,"  the  FIC 
and  NINDS  have  jointly  established  the  Central  and  Eastern  Europe 
Senior  Fellowships  in  the  Neurosciences  (CEESFN) .  This  program  is 
responsive  to  the  new  scientific  opportunities  that  have  recently 
become  available  as  a  result  of  political  changes  in  Central  and 
Eastern  Europe  and  the  Soviet  Union.     It  is  intended  to  provide 
opportunities  for  established  scientists  and  health  professionals 
from  Central  and  Eastern  Europe  and  the  U.S.S.R.  to  conduct 
research  in  U.S.  laboratories  and  to  exchange  ideas  about  the 
latest  advances  in  the  neurosciences. 

The  CEESFN  Program  has  been  structured  to  encourage  long  term 
research  collaborations .     Fellowships  will  be  awarded  for  three 
visits  of  no  less  than  3  months  each  over  a  period  of  3  years. 
The  fellowship  costs  will  be  borne  by  the  FIC  and  the  research 
supplement  costs  will  be  paid  by  the  NINDS.     Further,  U.S. 
sponsors  are  encouraged  to  obtain  support  for  collaboration  with 
the  foreign  institution  through  a  Senior  International  Fellowship 
from  the  FIC.     It  is  expected  that  six  (6)  CEESFN  fellowships  will 
be  awarded  the  first  year. 

Response  to  this  program  has  been  excellent.     Both  U.S.  and 
Central  and  Eastern  European  neuroscientists  have  expressed 
enthusiasm  for  the  program  and  have  noted  that  it  fills  an 
important  need  to  strengthen  research  collaboration  between 
established  investigators. 

INCREASED  INITIATIVES  FOR  EASTERN  EUROPE  AND  LATIN  AMERICA 

Question.     Your  FY  1992  request  of  $19,922,000  is  an  increase 
of  almost  $2.4  million,  or  13.7  percent.    A  million  dollars  of 
that  increase  is  explained  by  your  requested  increases  for  the 
central  and  eastern  European  initiative  and  the  American  and 
Caribbean  initiative.     Tell  the  Committee,  from  a  scientific 
perspective,  the  purpose  for  increasing  the  scientific  exchanges 
between  the  U.S.  and  these  two  areas  of  the  world. 

Answer.     The  democracy  movements  in  the  Central  and  East 
European  region,  including  the  Soviet  Union,  have  eliminated  many 
of  the  former  political  barriers  to  research  cooperation.  The 
region  has  many  excellent  scientists  who  are  now  able  to  travel 
more  freely  and  to  be  abroad  for  longer  periods  of  time.     In  the 
Soviet  Union,  direct  contacts  with  scientists  in  the  different 
republics  are  now  possible.     This  new  situation  offers 
unprecedented  opportunities  for  U.S.  scientists  to  cooperate  on 
mutually  beneficial  biomedical  research  projects  and  to  examine 
disease  patterns  different  from  ours,  to  study  problems 
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characteristic  of  the  region,  and  to  benefit  from  the  special 
scientific  strengths  of  scientists  in  the  region. 

Specific  research  opportunities  offered  by  the  Central  and 
East  European  region  include:     neurobiology  and  neuroepidemiology ; 
environmental  pollution  causing  high  mortality  from  cancer,  heart 
and  lung  disease,  and  genetic  defects  and  mental  retardation  in 
children;  Lyme  disease,  which  appears  to  have  different  clinical 
manifestations  in  Central  and  Eastern  Europe  than  it  does  in  North 
America;  and  AIDS.  Some  areas  of  research  strength  in  the  region 
from  which  American  scientists  can  profit  include  neurosciences , 
molecular  biology,  mathematical  modelling,  basic  research  on 
cardiovascular  disease,  orthopedics  and  sports  medicine. 

The  Latin  American  and  Caribbean  region  also  has  many 
untapped  research  opportunities  of  mutual  interest.     These  include 
neuroepidemiology,  neurological  and  genetic  diseases,   cellular  and 
molecular  biology  related  to  the  Decade  of  the  Brain;  maternal  and 
child  health  (low  birth  weight,  human  lactation,  adolescent 
pregnancy);  AIDS,   including  interaction  with  parasitic  diseases  ^ 
and  compromised  immune  systems;   infection  with  the  HTLV  virus  and 
its  relationship  to  cancer;  Chagas'  disease,  malaria, 
schistosomiasis  and  other  parasitic  diseases;  effects  of  high 
altitude  physiology  on  pulmonary  and  cardiovascular  function; 
environmental  health  and  conditions  related  to  rapid  social  and 
economic  change . 

An  example  of  the  research  opportunities  supported  under 
these  regional  initiatives  is  that  provided  for  a  Czechoslovakian 
scientist  to  work  in  the  laboratory  of  an  NIH  Nobel  Laureate  to 
develop  an  understanding  of  an  epidemic  of  spongiform 
encephalopathy  in  her  native  country,  and  its  relationship  to 
similar  devastating  neurological  diseases  such  as  Creuzfeldt- Jacob 
(CJD)  Disease.     This  collaboration  appears  to  have  led  to  the 
discovery  of  a  genetic  defect  in  CJD  victims. 

It  is  important  to  encourage  the  best  biomedical  scientists 
to  remain  and  work  in  their  countries  by  offering  them  cooperation 
with  their  U.S.  counterparts,   including  providing  modest  support  . 
for  research  supplies  and  equipment,  and  opportunities  for 
training  in  the  United  States.     In  view  of  the  exceptional 
response  to  our  two  regional  initiatives  in  FYs  1990  and  1991,  we 
see  a  growing  need  to  continue  and  expand  the  cooperation  already 
begun  and  to  support  a  new  level  of  scientific  activities  between 
U.S.  researchers  and  scientists  in  the  two  regions. 

FOREIGN  SCIENTISTS 

Question.     As  you  know  the  FY  1992  budget  projects  that  there 
will  be  over  2,300  foreign  scientists  on  the  NIH  campus  in  1992. 
These  scientists  are  brought  to  NIH  by  the  other  Institutes  and 
are  over  and  above  the  foreign  scientists  that  are  served  by  your 
International  Research  Fellowships  and  other  programs.  I 
understand  that  approximately  one  third  of  your  staff  goes  to 
support  these  foreign  scientists  on  the  campus  at  NIH.     What  kind 
of  services  do  you  provide  for  these  scientists? 

Answer.     The  FIC  provides  complete  management  support  of  the 
NIH  Visiting  Program,  Guest  Researcher  Program,   and  Special 
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Volunteer  Program  and  several  other  smaller  programs  which  bring 
foreign  scientists  into  NIH's  intramural  research  program. 
Specifically,  FIC  staff  analyze  visa  and  immigration  requirements, 
and  prepare  all  documents  needed  to  permit  a  foreign  scientist  to 
come  to  the  United  States  and  to  NIH.     After  arrival,  FIC  staff 
handle  paperwork  necessary  to  place  the  foreign  scientist  into  the 
appropriate  intramural  research  program;  provide  in-depth 
orientation  to  the  NIH  and  the  community;  arrange  for 
documentation  in  connection  with  temporary  and  permanent  departure 
from  the  U.S.,  visa  renewal  or  change  of  visa  status,  transfer, 
and  conversion  between  programs  and/or  institutes;  nonimmigrant 
tax  matters;  work  authorization  for  dependents;  and  a  great  number 
of  other  matters.     FIC  staff  also  provide  expert  advice  on  the 
effects  of  changing  immigration  policy  on  scientific  exchange. 

It  should  be  noted  that  three  non-NIH  agencies  participate  in 
the  NIH  intramural  research  program  --  the  National  Institute  of 
Mental  Health  and  the  National  Institute  on  Alcohol  Abuse  and 
Alcoholism,  both  of  ADAMHA,  and  the  Center  for  Biologies 
Evaluation  and  Research  of  FDA.     FIC  provides  the  same  support 
services  to  the  foreign  scientists  invited  to  work  in  the 
intramural  research  laboratories  of  these  agencies. 

Question.     How  is  the  responsibility  for  hosting  these 
scientists  shared  with  the  host  NIH  Institute? 

Answer.     The  host  Institute  is  responsible  for  supporting  the 
cost  of  the  research  and  the  fellowship  stipend  or  salary, 
depending  on  the  program,  of  each  foreign  scientist.     FIC's  role 
is  limited  to  the  administrative  management  of  these  programs,  as 
described  earlier. 

Furthermore,  FIC's  Volunteer  Services  Office  offers 
assistance  to  NIH's  foreign  scientists  in  a  wide  variety  of  non- 
research  related  matters,  such  as  orientation  to  life  in  the  U.S. 
and  the  Washington  metropolitan  area,  housing,  furniture,  child 
care  and  schooling,  community  resources,  and  cultural  events. 
Although  there  are  no  formal  rules  governing  the  hosting  of 
foreign  scientists,  the  sponsoring  scientist  in  the  host  Institute 
often  will  provide  some  assistance  on  those  orientation  matters  as 
well . 

AFRICAN  INITIATIVES 

Question.     The  President  sent  Secretary  Sullivan  to  Africa  in 
January  to  determine  ways  the  U.S.  could  improve  the  dismal  health 
situation  for  children  on  that  continent.     Does  the  Fogarty 
International  Center  have  any  plans  to  help  in  this  situation? 

Answer.     In  response  to  findings  of  the  Presidential  mission 
to  Africa,  FIC  is  developing  an  African  Child  Survival  Initiative 
to  strengthen  health  research,  training  and  disease  intervention 
capabilities  in  Africa.     The  program  will  build  on  our  successful 
experience  with  regional  initiatives  in  Latin  America  and  the 
Caribbean,  and  Central  and  Eastern  Europe,  which  supplement 
existing  NIH  research  and  training  programs  relevant  to  the  health 
problems  of  these  respective  regions. 
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The  objectives  of  the  FIC  African  Child  Survival  Initiative 
will  be: 

o    To  increase  the  biomedical  research  capacity  in 
Africa  by  training  biomedical  scientists  and 
health  professionals  in  skills  necessary  to  assess 
African  health  and  population  problems  and 
cooperate  in  research  studies  necessary  for  their 
solution; 

o    To  share  and  transfer  research  findings  in  the 
diagnosis,  treatment  and  prevention  of  childhood 
and  maternal  diseases  and  disorders; 

o    To  apply  the  skills  of  the  U.S.  biomedical 

research  community,  in  cooperation  with  African 
scientists,  to  develop  new  and  improved 
diagnostics,  vaccines  and  other  means  of 
prevention  and  treatment  of  disease. 

This  initiative  will  offer  the  dual  benefit  of  increasing 
biomedical  research  capacity  in  Africa  and  advancing  domestic 
research  programs  on  global  determinants  of  child  and  maternal 
health.     Expanded  cooperation  between  U.S.  and  African  scientists  ■ 
will  enable  us  to  accelerate  studies  on  the  transmission  of  the 
AIDS  virus  from  mother  to  child  and  possibly  develop  treatment 
approaches  to  prevent  the  onset  and  progression  of  the  disease. 
We  could  advance  our  understanding  of  drug  and  insecticide 
resistance  mechanisms  to  control  the  spread  of  malaria,  devise 
better  diagnostic  assays  and  a  possible  anti-malaria  vaccine.  We 
could  explore  better  methods  of  surveillance  for  new  microbial 
threats  to  health,  more  reliable  diagnostic  tests  and  possible  new 
vaccines  for  pneumococcal  infections,  pertussis  and  other 
respiratory  infections  of  shared  public  health  concern;  and  we 
could  advance  our  understanding  of  viral- induced  cancer,  a 
frontier  field  of  oncology  with  global  implications  for  the 
prevention  of  certain  cancers.     And  finally,  we  could  contribute 
to  critical  efforts  of  African  nations  to  devise  and  implement 
culturally  appropriate  and  effective  family  planning  and 
reproductive  health  programs. 

The  proposed  research  program  will  likely  encompass  a  five- 
point  plan  consisting  of: 

1)  training  grants  to  U.S.  medical  institutions  to  build  linkages 
with  African  institutions  and  provide  training  in  laboratory, 
clinical  and  epidemiological  skills;  2)  fellowships  for  African 
scientists  to  undertake  training  and  research  activities  in  U.S. 
laboratories  and  for  U.S.  medical  faculty  to  undertake  visiting 
professorships  in  Africa;  3)  research  grant  supplements  to  U.S. 
institutions  to  develop  sister- institute  relationships  and 
research  partnerships  with  African  institutions;  4)  support  for 
the  development  of  five  Regional  Health  Information  Centers  in 
Africa  to  provide  research  and  health  care  professionals  with 
current  biomedical  information;  and  5)  workshops  to  promote 
information  exchange  and  research  cooperation  between  U.S.  and 
African  health  professionals. 

This  proposed  program  will  be  considered  for  funding  in  the 
FY  1993  budget. 


National  Institute  of  Neurological  Disorders  and  Stroke 

5TATEMENT  OF  DR.  MURRAY  GOLDSTEIN,  DIRECTOR 

BUDGET  REQUEST 

Senator  Harkin.  We  are  now  going  to  shift  to  our  afternoon 
janel,  panel  IV,  Dr.  Murray  Goldstein,  Director  of  the  National  In- 
ititute  of  Neurological  Disorders  and  Stroke;  Dr.  Snow,  the  Direc- 
or  of  the  National  Institute  on  Deafness  and  Other  Communica- 
ion  Disorders;  Dr.  Ruth  Kirschstein,  Director  of  the  National  Insti- 
ute  of  General  Medical  Sciences;  Dr.  Carl  Kupfer,  the  Director  of 
he  National  Eye  Institute;  and  Dr.  Franklin  WilHams,  Director  of 
he  National  Institute  on  Aging. 

Dr.  Goldstein,  we  have  your  request  for  $583.3  million,  which  is 
I  7.7-percent  increase  from  1991.  About  $30.8  million  I  notice,  or 
'4  percent  of  this  growth,  is  for  extramural  research  project  grants, 
rhe  fun  dine  for  centers,  training,  and  intramural  research  is  held 
elatively  flat.  I  keep  repeating  myself  with  every  institute  that 
omes  up  here.  Fm  making  a  point.  [Laughter.] 

DECADE  OF  THE  BRAIN 

Again,  I  have  not  seen  you  since  the  showing  of  the  movie 
Awakenings." 
Dr.  Goldstein.  That's  right,  sir. 

Senator  Harken.  I  was  verv  moved  by  that,  and  now  with  Con- 
p:-essman  Conte  gone,  we  will  all  have  a  little  added  responsibility 
0  help  complete  the  Decade  of  the  Brain  research  agenda. 

So,  Dr.  G<)ldstein,  welcome  back  to  the  subcommittee  and  please 
jroceed. 

Dr.  Goldstein.  Thank  you  very  much,  Senator.  I  have  submitted 
ny  formal  statement  for  the  record  and  so  I  will  not  trouble  you 
)y  reading  it,  but  rather  highlight  some  more  recent  developments. 

As  you  know,  sir,  the  Neurological  Institute  is  one  of  the  focal 
)oints  at  NIH  for  brain  research.  We  have  set  ourselves  two  objec- 
ives  for  the  Decade  of  the  Brain.  The  first  objective  is  understand- 
ng  the  human  brain.  Let  me  tell  you  what  I  mean  by  that.  We 
eally  do  not  know  how  our  brain  works.  An  example.  Every  day — 
it  least  it  happens  to  me — I  meet  somebody.  I  recognize  him,  but 

can't  remember  his  name.  I  do  not  think  the  problem  is  aging  or 
Alzheimer's  disease.  I  just  can't  remember  his  name  at  that  mo- 
nent,  but  15  minutes  later,  I  remember  it  clearly. 

Senator  Harkin.  I  tell  you  it's  the  politician's  worst  fear.  [Laugh- 
•er.] 

Dr.  Goldstein.  We're  working  on  it.  [Laughter.] 

Fifteen  minutes  later,  I  do  remember  his  name.  It  wasn't  that  mv 
nemory  was  impaired,  it  was  that  the  mechanism  for  recall  wasn  t 
vorking  adequately. 
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What  is  the  mechanism  for  recall?  Interesting  question.  Do  we 
ever  forget  anything,  or  is  it  all  stored  away  and  is  it  our  mecha- 
nism for  recall  that  isn't  working  properly?  Those  are  intriguing 
questions.  I  am  sorry  I  do  not  have  any  answers,  but  that  is  what 
I  mean  when  I  say  understanding  the  human  brain. 

The  second  issue  we  address  is  a  more  clinical  one.  Most  neuro- 
logical diseases  do  not  kill,  they  cripple.  They  leave  the  victim  with 
15  to  20  years  of  a  decrease  in  quality  of  his  or  her  life,  sometimes 
a  disastrous  decrease.  In  addition,  it  exsanguinates  the  emotions 
and  resources  of  the  family  who  have  to  provide  care  for  the  person 
whom  they  love.  Our  clinical  research  objective  is  aimed  toward  the 
issue  of  quality  of  life,  what  can  we  do  to  make  it  better  for  those 
patients  with  neurological  disease. 

Inherent  and  important  in  that  is  once  a  brain  cell  is  destroyed 
or  gone,  it  is  gone  forever.  And  so,  the  key  to  the  issue  is  not  treat- 
ment. The  key  to  the  issue  is  prevention  to  make  sure  we  do  not 
lose  those  brain  cells  since  we  are  not  going  to  get  them  back. 

Let  me  give  you  two  examples  of  things  that  have  happened  rel- 1 
atively  recently  which  we  consider  tremendous  success  stories. 

■^r-  fifMcn  £  1         ACUTE  SPINAL  CORD  INJURY 

The  first  occurred  shortly  after  our  last  hearings,  and  that  was 
the  treatment  of  acute  spinal  cord  injury.  I  think  you  know  about  i 
that.  For  the  first  time  in  the  history  of  man  we  have  developed 
and  evaluated  a  successful  treatment  for  acute  spinal  injury.  It  has 
now  become  part  of  the  regular  practice  of  medicine  in  this  coimtry 
and  all  over  the  world.  If  one  can  treat  somebody  with  a  spinal  cord 
injury  within  8  hours  of  that  injury,  we  will  absolutely,  remarkably 
diminish  the  amount  of  neurological  deficit.  I  have  been  careful  not 
to  say  prevent  paraplegia  because  there  is  a  whole  spectrum  of  re- 
sults depending  on  the  extent  of  the  initial  damage.  But  fun- 
damentally those  young  men  and  women — and  they  are  generally 
young  men  and  women — ^have  remarkable  improvement,  namely, 
prevention  of  the  fact  that  they  were  going  to  have  to  spend  their 
lives  in  a  wheelchair. 

STROKE 

The  second  important  event  occurred  2  weeks  ago.  The  fourth 
leading  killer  in  this  country  remains  stroke.  One  of  the  most  com- 
mon causes  of  stroke  is  an  obstruction  in  one  of  the  neck  arteries 
to  the  brain.  Surgeons  for  20  years  have  been  operating  on  those 
vessels  in  order  to  take  out  the  obstruction  in  the  neck  artery.  Itj 
is  called  a  carotid,  meaning  the  carotid  artery,  endarterectomy, 
meaning  they  cut  out  the  bad  part  in  the  artery  and  sew  the  ends' 
together.  Carotid  endarterectomy  has  become  the  third  most  com- 
mon surgical  procedure  in  the  United  States,  and  until  2  weeks 
ago,  nobody  really  knew  whether  it  did  any  good? 

We  launched  a  randomized  controlled  trial  3  years  ago  in  which; 
a  group  of  patients  received  the  best  medical  treatment  available 
and  part  of  the  group  of  patients  also  had  a  carotid 
endarterectomy.  All  patients  had  had  the  warning  symptoms  of 
stroke.  ITie  issue  was  would  this  surgical  procedure  be  better  than 
medical  treatment  alone  in  preventing  a  stroke. 
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All  patients  are  graded  in  categories  of  those  with  the  most  se- 
vere obstruction  of  the  carotid  artery,  those  with  middle  degree  ob- 
struction, and  those  with  very  small  obstruction.  Two  weeks  ago, 
following  an  analvsis  of  the  data,  we  had  to  stop  the  trial.  We  could 
no  longer  ethically  continue  the  trial.  The  upper  third  of  patients, 
those  with  severe  occlusion,  had  such  remarkable  positive  results 
from  surgerv,  we  could  no  longer  permit  patients  not  to  have  sur- 
gery. Four  himdred  thousand  physicians  were  informed  overnight 
that  the  patients  who  were  in  tne  trial  and  their  own  patients, 
with  70  percent  or  more  obstruction,  should  now  be  seriously  con- 
sidered for  surgery  to  prevent  stroke.  It  was  unethical  to  go  any 
further. 

PREPARED  STATEMENT 

I  use  this  as  some  of  the  real  live  examples  of  the  Decade  of  the 
Brain  and  what  we  have  to  look  forward  to  in  the  next  8V2  years 
of  this  remarkable  opportunity  that  the  Congress  has  given  the 
people  of  the  United  States. 

I  would  be  delighted  to  try  to  respond  to  your  questions,  sir. 

[The  statement  follows:] 
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STATEMENT  OF  DR.  MURRAY  GOLDSTEIN 
Each  yesr,  more  people  are  hospitalized  in  the  United  States  with  brain 
and  other  neurological  disorders  than  with  any  other  major  disease  group. 
Fortunately,  steady  progress  during  years  of  broad-based  support  for  basic 
and  clinical  neuroscience  research  has  brought  us  to  a  threshold;  a  threshold 
in  which  knowledge  of  the  brain  and  nervous  system  can  be  turned  into 
significant  benefit  for  the  millions  of  Americans  who  live  with,  or  are  at 
risk  for,  a  neurological  or  neuromuscular  disorder.    During  the  past  year, 
the  National  Institute  of  Neurological  Disorders  and  Stroke  (NINDS),  the 
Federal  agency  with  lead  responsibility  for  research  and  training  to 
understand  and  treat  brain  and  neuromuscular  disorders,  announced  important 
clinical  findings  which  already  are  having  important  impact  on  patients  with 
stroke,  spinal  cord  injury,  Parkinson's  disease,  Gaucher*s  disease,  and 
febrile  seizures.    With  encouragement  from  Congress  and  input  from  patients, 
voluntary  groups,  and  scientists  and  physicians  concerned  with  nervous  system 
diseases,  the  National  Advisory  Neurological  Disorders  and  Stroke  Council  has 
prepared  an  "Implementation  Plan  for  the  Decade  of  the  Brain"  that 
crystallizes  the  specific  areas  ripe  for  further  progress  in  understanding, 
preventing,  and  treating  brain,  other  neurological,  and  neuromuscular 
disorders. 

-      During  the  Decade  of  the  Brain,  the  Institute  will  emphasize  efforts  to 
understand  and  treat  the  injured  brain  and  spinal  cord— resulting  from  trauma 
or  disease.    We  are  beginning  to  move  beyond  symptomatic  treatment  into  ways 
to  actually  intervene  and  arrest  or  even  reverse  the  underlying  disease 
processes.    There  exists  a  window  of  minutes  to  days  after  an  initial  injury 
in  which  damaged  nerve  cells  may  be  salvaged  with  timely  and  appropriate 
treatment,  and  additional,  secondary  damage  prevented.    With  acute  spinal 
cord  injury  we  have  an  eight-hour  span  during  which  high  doses  of 
methylprednisolone — costing  about  $100 — can  prevent  secondary  injury  and  save 
the  teenager  injured  in  a  diving  accident  from  lifelong  neurological 
disability.    This  finding  was  announced  in  March  of  1990.    High  dose 
methylprednisolone  is  now  being  rapidly  integrated  into  practice  as  the 
treatment  of  choice  for  acute  spinal  cord  injury;  treatment  by  emergency 
medical  teams  soon  after  an  accident  is  becoming  more  common.    Plans  are 
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underway  to  evaluate  whether  longer  treatment  with  methylprednisolone  or  the 
use  of  a  different  steroid  may  provide  even  greater  benefit.    This  year, 
NIMDS  is  establishing  a  pilot  program  of  regional  clinical  research  centers 
fot-  head  and  spinal  cord  injury.    These  centers  will  develop  improved 
therapies,  promote  research  on  restoration  and  preservation  of  function  after 
injury,  and  provide  the  environment  necessary  for  the  recruitment  and 
training  of  investigators  for  research  on  central  nervous  system  trauma.  The 
regional  centers  will  add  an  important  dimension  to  the  MINDS  research  effort 
in  1992  to  improve  the  outcome  for  many  of  the  estimated  10,000  Americans  who 
will  have  a  spinal  cord  injury  and  the  500,000  who  will  experience  a  head- 
injury. 

NINDS  scientists  and  grantees  are  pursuing  other  avenues  to  "tease  out'* 
the  various  chemical  and  cellular  events  triggered  by  injury  to  the  nervous 
system  and  devise  methods  to  block  or  enhance  nerve  cell  activity  for 
therapeutic  effect.    For  instance,  in  stroke  patients,  damaged  nerve  cells 
can  spill  out  dangerous  levels  of  excitatory  amino  acids  and  produce  toxic 
supercharged  molecules  of  oxygen  known  as  free  radicals.    The  next  step  is  to 
evaluate  promising  agents  to  neutralize  these  chemicals  and  prevent  the 
progression  of  stroke.    Research  studies  are  also  defining  the  role  of  free 
radicals  in  Parkinson's  disease  and  also  the  damaging  interaction  between 
free  radicals  and  blood  vessels  in  the  brain  that  can  result  from  seizures. 
Investigators  are  pursuing  recent  evidence  that  suggests  the  same  mechanism 
to  secrete  excitotoxins  may  be  at  work  in  head  injury  and  neuro-AIDS. 

Greater  atteaclon  can  now  be  given  to  study  of  the  selective 
vulnerability  and  degeneration  of  nerve  cell  populations.    Our  Institute's 
research  objective  is  to  prevent  brain  cell  degeneration  or  arrest  it  in  the  , 
very  earliest  stage  of  diseases  such  as  Alzheimer's  disease  and  Parkinson's 
disease.    Aged,  nonhuman  primates  are  an  important  research  model  for 
Alzheimer's  disease,  helping  to  elucidate  the  development  of  nerve  cell 
abnormalities  and  the  deposition  of  amyloid  protein  in  the  plaques 
characteristic  of  this  disease.    New  genetic  studies,  neurochemical  studies, 
and  the  development  of  advanced  imaging  methodologies  are  being  emphasized  to 
shed  more  light  on  the  fundamental  cause  of  Alzheimer's  disease.    The  long 
term  effects  of  deprenyl  and  the  value  of  tocopherol — a  component  of  vitamin 
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E — in  combination  with  deprenyl  to  treat  people  with  Parkinson's  disease  are 
being  evaluated  in  an  ongoing  clinical  trial.    Study  of  tissues  from  people 
with  amyotrophic  lateral  sclerosis,  or  Lou  Gehrig's  disease,  has  provided  a 
lead  to  evaluate  the  use  of  branched-chain  amino  acids  for  this  disease. 
•       One  third  of  the  people  who  will  have  a  stroke  this  year  will  become 
permanently  disabled;  stroke  is  the  most  common  cause  of  disability  requiring 
rehabilitation.    The  NINDS  research  effort  on  stroke  will  be  enriched  by  a 
newly  established  intramural  program.    We  also  have  ongoing  clinical  trials 
to  evaluate  clot-dissolving  agents — tPA  and  heparinoids — for  their 
effectiveness  in  limiting  brain  damage  from  ischemic  stroke.    We  are  working 
with  a  time-frame  of  only  90  minutes  to  three  hours  to  determine  whether  tPA 
must  be  given  as  an  emergency  measure  in  order  to  be  effective.    Studies  are 
also  underway  to  elucidate  risk  factors  and  prevent  stroke  in  those  people  at 
risk  for  an  initial  insult  or  recurrence.    Within  the  past  year,  the  NIHDS 
found  that  aspirin  and  warfarin  were  so  effective  in  preventing  stroke  in 
people  with  atrial  fibrillation  that  as  many  as  30,000  people  could  be  spared 
from  a  stroke  this  year,  at  a  potential  health  care  savings  of  $200  million. 
Early  results  from  another,  ongoing  study  have  related  ethnic  differences  in 
risk  factors  to  differences  in  stroke  type  and  outcome,    NINDS  has  revised 
and  reissued  a  program  announcement  to  encourage  new  studies  in  Blacks,  other 
minorities,  and  women  to  improve  our  understanding  of  different  risk  factors 
and  types  of  stroke  in  various  populations. 

Intramural  scientists  using  magnetic  resonance  imaging  (MRI)  have 
evidence  that  multiple  sclerosis  (MS)  progressively  attacks  the  central 
nervous  system  even  when  patients  may  be  relatively  symptom-free..  This 
finding  will  change  the  way  many  patients  are  treated,  especially  in  the        .- ^ 
early  stages  of  the  disease.    In  other  work,  intramural  and  extramural 
investigators  are  deciphering  the  immunologic  processes  related  to  MS  and 
exploring  new  forms  of  treatment  such  as  the  possibility  of  a  T-cell  vaccine. 

At  a  minimum,  25  percent  of  all  genetic  disorders  affect  the  brain  and 
rervous  system,  some  estimate  that  there  are  neurological  consequences  in 
70  percent  of  all  genetic  disorders.    Neurogenetics  research  is  brimming  with 
a  proportional  number  of  research  opportunities.    The  chromosomal  bases  for 
19  neurological  or  neuromuscular  disorders  are  now  known.  The 
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neurof ibrofMtoais  1  (NF-1)  gene  has  been  located  on  chromosome  17;  ongoing 
research  will  clarify  the  gene's  normal  function  and  its  role  in  the  symptoms 
of  MF-1  and  other  disorders  of  cell  growth  such  as  cancer.     Scientists  are 
closing  in  on  the  genetic  basis  of  some  forms  of  epilepsy.  Intramural 
investigators  are  refining  the  optimal  dose  for  enzyme  replacement  therapy  in 
Type  1  Gaucher 's  disease  while  continuing  the  development  of  methods  to 
repair  or  replace  the  defective  gene.    Dystrophin  research  has  unexpectedly 
revealed  that  other  genes  may  be  producing  proteins  that  can  "pinch  hit"  for 
dystrophin  and  mitigate  the  symptoms  of  muscular  dystrophy.    Both  genetic 
linkage  studies  and  studies  of  cell  biochemistry  are  probing  independently 
the  underlying  causes  of  the  various  types  of  Batten's  disease,    in  other 
studies,  researchers  are  working  to  isolate  and  sequence  the  gene  for  the 
animal  model  of  narcolepsy.    While  investigators  continue  work  to  localize 
the  genetic  defect  in  Huntington's  disease  (HD),  research  to  determine  the 
physiologic  defect  and  possible  therapies  has  progressed;  preliminary  efforts 
are  underway  to  test  the  efficacy  of  a  drug  called  idebenone  to  protect  at- 
risk  brain  cells.    Transgenic  mice  are  also  being  developed  as  a  genetic 
model  for  HD — an  invaluable  tool  for  the  expected  wave  of  new  studies  once 
the  gene  is  found.  ^ 

An  estimated  10  to  15  percent  of  all  children  have  mild  cognitive 
deficits  or  learning  disabilities.    This  year,  an  estimated  9,000  babies  will 
develop  cerebral  palsy  and  several  thousand  more  babies  and  children  will 
have  to  live  with — or  die  from — the  neurological  consequences  of  their 
mother's  drug  abuse.    An  ongoing  multidisciplinary  study  to  develop, 
standardize,  and  validate  a  uniform  classification  system  for  the  diagnosis 
of  children  with  higher  cortical  dysfunctions  will  facilitate  research. 
Improved  treatments  for  epilepsy  in  the  pediatric  age  group  are  a  priority 
for  the  Institute. 

As  evidenced  by  the  advances  and  initiatives  described  here,  we  cannot 
separate  progress  in  prevention,  treatment,  and  diagnosis  from  the  importance 
of  basic  neuroscience  research.    Neurochemistry  and  neurobiology  are 
providing  important  leads  to  understand  cognition  and  behavior.  NINDS 
grantees  recently  found  that  one  possible  mechanism  for  strengthening  long 
term  neural  interactions  appears  to  be  the  ability  of  the  sending  cell  in 


980 

/      ■        .  . 

"memory  centers"  to  release  more  neurotransmitter.    Studies  of  single  nerve 
cell  activity  are  feeding  into  better  understanding  of  brain  circuits 
activated  by  normal  cognitive  functions  or  affected  by  disease. 

Brain  imaging  technology  continues  to  push  back  the  limits  of  our 
ability  to  study  the  living  brain.    Experiments  with  positron-emission 
tomography  (PET)  have  linked  discrete  areas  of  the  brain  to  word-processing 
tasks  and  have  confirmed  the  unique  role  PET  has  for  understanding  the  higher 
cognitive  functions.    New  PET  tracer  chemicals  are  opening  the  door  to  view 
the  working  circuitry  of  the  brain.    MRI  has  been  established  as  a  critical ' 
tool  for  research  on  neuro-AIDS  and  multiple  sclerosis  (MS);  new  studies  will 
further  elaborate  understanding  of  how  MS  attacks  the  nervous  system  and  will 
be  very  important  in  evaluating  the  effectiveness  of  treatments.  The 
application  of  several  techniques  to  the  same  research  problem  is  proving 
very  fruitful;  PET,  MRI,  and  magnetoencephalography  (MEG)  provide 
complementary  information  necessary  to  precisely  diagnose  and  localize  the 
epileptic  focus — especially  critical  when  considering  surgery.  Ongoing 
research  seeks  to  overcome  technological  barriers  to  better  integrate  data 
from  PET  and  MRI.    These  exciting  opportunities  underscore  the  importance  of 
brain  imaging  centers  in  which  these  technologies  could  be  integrated  and 
applied  to  brain  research. 

Exciting  work  with  neural  prostheses  points  the  way  to  restoration  of 
function  in  the  damaged  nervous  system.    A  neural  prosthesis  that  will 
utilize  extension  movement  in  the  wrist  to  control  opening  and  closing  of  the 
hand  is  under  development.    A  brain  probe  containing  both  electrodes  and 
cultured  neurons  is  being  developed  to  make  very  specific  connections  with 
the  central  nervous  system.    Scientists  are  also  studying  genes  called  into 
action  after  traumatic  injury  to  the  nervous  system  for  their  potential  to 
promote  nerve  cell  growth  and  regeneration. 

The  declaration  of  the  1990s  as  the  Decade  of  the  Brain  has  generated 
new  enthusiasm  among  neuroscientists ,  stimulated  international  collaborative 
research  efforts,  and  provided  a  focus  for  efforts  to  highlight  and  maintain 
the  U.S.  lead  in  research,  medicine,  and  biotechnology.    The  promise  of  the 
"Decade"  has  provided  in  its  first  year  new  treatments  benefiting  many 
Americans — treatments  which  in  many  cases  have  the  added  plus  of  being 
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inexpensive  or  cost-saving.    The  potential  for  further  progress,  as  outlined 
in  the  "NINDS  Implementation  Plan  for  the  Decade  of  the  Brain,"  impacts 
particularly  vulnerable  segments  of  our  population — elderly,  children,  and 
minorities — and  encompasses  many  of  the  major  health  care  problems  facing  the 
nation  today,  such  as  AIDS  and  drug  abuse.    Significant  progress  has  been 
achieved  in  the  neurosciences  in  just  the  past  few  years.    We  are  optimistic 
that  in  the  year  2000,  when  we  look  back  to  see  what  has  been  accomplished  in 
I  the  "Decade  of  the  Brain",  we  will  be  pleased  with  the  progress  made  in 
understanding  the  human  brain  and  significantly  improving  the  quality  of 
Life. 

Mr.  Chairman,  the  FY  1992  budget  request  for  this  Institute  is 
!^  $583,355,000.    I  am  pleased  to  answer  any  questions  you  might  have. 
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ACUTE  SPINAL  CORD  INJURY 

Senator  Harkin.  Thank  you  very  much,  Dr.  Goldstein. 
I  understand  there  are  nerve  cells  that  are  damaged  by  trauma 
and  repair  themselves  if  you  get  to  them  with  8  hours,  you  say. 
Dr.  Goldstein.  Yes,  sir;  in  the  spinal  cord. 
Senator  Harkin.  The  spinal  cord. 

What  do  you  do?  What  kind  of  a  treatment  is  it?  Let's  say  that 
someone  has  broken  their  neck  or  broken  their  back  or  something 
like  that.  And  the  spinal  cord,  obviously,  has  not  been  severed.  It 
has  been  bruised. 

Dr.  Goldstein.  That's  right,  sir. 

Senator  Harkin.  What  do  you  do?  What  is  the  treatment?  What 
do  they  do? 

Dr.  Goldstein.  There  is  a  drug  that  is  commonly  available  on 
shelves  in  emergency  rooms.  It  is  not  a  new  drug.  It  has  been  there 
for  years.  That  drug  in  one  large  amount,  an  overwhelming 
amount — and  that  was  the  amazing  thing  about  it — is  given  to  the 
patient  intravenously  immediately  and  then  for  24  hours.  That 
drug  prevents  the  damaged  nerve  cell  from  dying.  It  gives  it  the 
opportimity  to  be  protected  from  the  deadly  process  killing  it  and 
then  begin  to  repair  itself 

The  treatment,  by  the  way,  costs  about  $100,  and  it  prevents  a 
lifetime  of  severe  disability,  often  being  confined  to  a  wheelchair. 
It  is  as  simple  as  that. 

The  drug  is  so  innocuous  that  if  the  physician  think's  the  patient 
may  have  a  spinal  cord  injury  and  is  not  sure,  it  is  well  worth  giv- 
ing the  drug.  It  costs  about  $100  and  it  does  not  have  a  deleterious 
side  effect.  It  can  have  a  tremendous  positive  effect. 

Let  me  volunteer  the  next  question,  and  that  is  will  it  work  in 
the  brain,  a  head  injury.  We  don't  believe  it  will. 

CHRONIC  degenerative  BRAIN  DISEASES 

Senator  Harkin.  How  about  Parkinson's  disease? 
Dr.  GrOLDSTElN.  No,  sir. 

Senator  Harkin.  I  mean  early  intervention.  Not  that  drug,  but 
could  there  be  early  intervention  for  things  like  Parkinson's  or  Alz- 
heimer's, things  like  this? 
Dr.  Goldstein.  I  think  I  understand  your  question^ 
The  scientific  issue  is  shared  with  my  colleague  iii  the  Aging  In- 
stitute— and  we  work  closely  together  on  it.  The  focus  of  NINDS  at- 
tention on  Alzheimer's  disease  and  Parkinson's  diseases  and  other 
degenerative  diseases  of  the  brain,  which  we  have  singled  out  for 
priority  attention,  is  not  the  patient  who  has  advanced  Parkinson's 
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disease,  but  the  patient  who  is  just  beginning  to  show  the  early 
symptoms.  Can  we  arrest  the  development  of  the  disease?  Can  we 
stop  it  before  it  becomes  incapacitating?  Again,  I  remind  you,  once 
a  brain  cell  is  dead,  it  is  gone  forever. 

We  have  evaluated  one  drug  which  was  released  last  year  called 
deprenyl  which  seems  to  arrest  the  progress  of  Parkinson's  disease. 
We  are  following  patients  on  that  drug  because  the  issue  is,  can  we 
delay  the  need  for  use  of  L  Dopa.  Patients  with  advanced  Parkin- 
son's disease  get  the  drug  L  Dopa,  but  there  are  side  effects  to  L 
Dopa.  And  the  thought  is  can  we  delay  the  progression  of  the  dis- 
ease so  that  tJiey  do  not  need  L  Dopa  for  2,  3,  4,  or  5  years.  And 
the  answer  is,  yes.  The  drug  is  now  available. 

What  we  are  trying  to  do  now  is  improve  on  that  drug.  It  does 
not  work  on  Alzheimer's  disease. 

ALZHEIMER'S  DISEASE  COORDINATION 

Senator  Harkin.  We  have  two  back-to-back  votes. 

I  had  one  other  question,  Dr.  Goldstein,  on  Alzheimer's.  Your  In- 
stitute got  a  $12  million  increase  for  Alzheimer's  research  in  1991, 
a  total  of  $34.5  million. 

Dr.  Goldstein.  Yes,  sir. 

Senator  Harkin.  There  were  eight  other  institutes  that  spend 
funds  on  Alzheimer's  research  as  well  as  the  National  Institute  of 
Mental  Health. 

Dr.  Goldstein.  Yes,  sir. 

Senator  Harkin.  It  has  been  suggested  to  this  committee  that  a 
new  office  to  coordinate  Alzheimers  research  may  be  useful.  What 
is  your  view?  Do  we  need  an  office  to  coordinate  Alzheimer's  re- 
search? 

Dr.  Goldstein.  Sir,  in  terms  of  the  Federal  establishment  and 
particularly  the  NIH  institutes  and  NIMH,  we  already  have  that 
coordination  in  operation.  In  the  Office  of  the  Assistant  Secretary, 
a  committee  is  functioning  which  does  coordinate  the  national  Alz- 
heimer's disease  effort.  My  colleague.  Dr.  Williams,  is  a  key  person 
in  the  running  of  that  committee.  I  am  not  really  sure  what  an- 
other layer  of  bureaucracy  would  accomplish  which  that  committee 
isn't  already  doing  very  effectively.  I  already  see  more  of  Dr.  Wil- 
liams about  Alzheimer's  disease  than  I  want  to,  sir.  [Laughter.] 

Dr.  Williams.  It's  a  pleasure.  [Laxighter.] 

Senator  Specter.  Mr.  Chairman,  we  have  a  full  Appropriations 
Committee  markup  at  2:30,  had  you  heard,  on  the  appropriations 
bill? 

Senator  Harkin.  Well,  I  was  told. 

gaucher's  disease 

Senator  Specter.  I  wonder  if  I  mieht  ask  Dr.  Goldstein  just  one 
question.  I  had  written  you.  Dr.  Goldstein,  back  on  February  11, 
concerning  Gaucher's  disease  type  III  research. 

Dr.  Goldstein.  Yes,  sir. 

Senator  Specter.  And  I  had  requested  a  response  prior  to  the 
hearing  today.  And  we  did  receive  a  telephone  call  yesterday  about 
it.  But  the  question  I  have  is  was  there  insufficient  time  for  you 
to  respond  in  writing  in  the  intervening  month? 
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Dr.  GrOLDSTEiN.  Yes,  sir;  the  problem  is  that  there  is  a  research 
protocol  that  has  to  be  developed  specifically  for  type  III.  It  is  a 
somewhat  different  disease  from  type  I,  and  we  couldn't  use  the 
type  I  research  protocol.  We  have  been  diligently  trying  to  get  the 
details  of  that  protocol  developed  and  introduce  it  into  the  scientific 
review  process.  I  apologize  tnat  we  were  able  to  get  our  act  to- 
gether only  yesterday.  But  it  was  too  late  to  write  you,  and  that 
is  why  we  called. 

Senator  Specter.  Well,  if  you  have  a  problem  on  getting  the  in- 
formation together  in  the  interim,  say  from  the  February  11,  1991, 
letter  to  the  March  14,  1991,  hearing  date,  I  would  just  appreciate 
it  if  you  would  drop  us  a  note  and  tell  us  what  the  progress  is. 

Dr.  Goldstein.  You  will  absolutely  have  the  information  this 
coming  week,  sir. 

Senator  Specter.  Well,  my  point  is  to  let  us  know,  if  you  could, 
in  writing  in  advance  of  the  hearing  date  

Dr.  Goldstein.  Yes,  sir. 

Senator  Specter  [continuing].  As  a  matter  of  future  reference. 

Senator  Harkin.  I  do  have  a  problem.  I  was  just  informed  not 
more  than  30  minutes  ago  that  we  have  a  full  committee  markup 
on  the  supplemental  at  2:30. 

Senator  Specter.  Yes,  that's  what  I  commented.  I  regret  it  my- 
self, but  we  are  at  the  call  of  the  Chair.  And  when  the  Chair  calls 
the  full  committee,  the  full  committee  responds. 

Senator  Harkin.  I  assume  that  we  will  get  a  quorum.  I  had  to 
cancel  next  Tuesday,  the  incoming  Secretary  of  Education,  because 
of  the  delay  and  everything,  and  we  are  rescheduling  him  in  April 
sometime.  I  do  have  some  time  on  Tuesday  morning.  Dr.  Raub, 
that  we  could  use  to  finish. 

We  have  to  go  vote.  We  have  two  back-to-back  votes.  I  will  have 
someone  go  with  me.  If  I  see  my  way  clear  to  get  back  here  in 
about  20  minutes,  I  may  ask  you  to  stay.  And  if  it  looks  like  that 
I  have  to  be  there  for  the  opening  of  the  full  committee,  I  will  send 
word  back  and  we  will  just  dismiss  you  and  see  if  you  could  come 
back  next  Tuesday  morning. 

Dr.  Raub.  Fine.  We  are  here  at  your  pleasure. 

Senator  Harkin.  So,  if  you  can  give  us  about  20  minutes,  I  will 
know  in  about  20  minutes  whether  I  can  come  back  or  not. 

Dr.  Raub.  OK 

Senator  Harkin.  Thank  you  very  much. 
[A  brief  recess  was  taken.] 

Senator  Harkin.  The  subcommittee  will  resume  its  sitting.  I  ap- 
preciate your  staying  here.  We  had  two  votes. 

I  thank  you  for  the  applause,  but  it  really  should  be  for  Senator 
Byrd.  I  went  to  him  ana  said  we  had  all  of  you  here  and  you  came 
all  the  way  down  from  Bethesda  and  Rockville  and  down  here  from 
NIH.  I  said  we  cannot  have  them  turn  around  and  come  back, 
waste  gas  and  time,  all  these  important  scientists.  So,  he  said,  OK, 
well  bring  you  up  first.  So,  we  got  up  first  and  got  out  of  there. 
So,  that  is  why  I  am  here.  The  rest  of  them  are  stuck  over  there 
till  about  7  tonight  I  think.  [Laughter.] 

Actually,  I  want  to  thank  you  also.  I  didn't  want  to  sit  there  till 
7  either.  [Laughter.] 

Dr.  Goldstein.  I  was  about  to  say  you  owe  us  one,  Senator. 
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Senator  Harkin.  I  owe  you  one.  That's  right.  [Laughter.] 

QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

I  have  some  more  questions,  Dr.  Goldstein,  for  you,  but  we  will 
submit  those  for  the  record.  OK? 

[The  following  questions  were  not  asked  at  the  hearing,  but  were 
submitted  to  the  Institute  for  response  subsequent  to  the  hearing:] 
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QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

NERVE  CELL  DEATH— TRAUMA  VS.  DISEASE 

Question.     Dr.  Goldstein,  I  understand  that  nerve  cells  that 
have  been  damaged  by  trauma  can  repair  themselves  especially  if  the 
head  and  spinal  cord  injury  patient  is  treated  within  the  first  A  to 
8  hours. 

What  kinds  of  treatments  are  most  effective  for  head  and  spinal 
cord  injury  patients? 

Answer.    Findings  from  an  NINDS-supported  clinical  trial 
demonstrate  that  high-dose  methylprednisolone,  given  within  8  hours 
of  an  acute  spinal  cord  injury,  can  reduce  the  extent  of  secondary 
damage  to  the  nervous  system.    Methylprednisolone  is  the  first 
treatment  to  improve  the  outcome  of  an  acute  spinal  cord  injury. 
How  methylprednisolone  is  able  to  exert  this  effect  is  still  not 
clear.    NINDS  is  actively  pursuing  laboratory  and  clinical  studies 
to  develop  further  this  treatment  and  identify  similar  strategies 
for  head  injury. 

Question.    What  is  it  about  early  treatment  that  is  so 
critical? 

Answer.    Within  the  first  hours  following  severe  head  or  spinal 
cord  trauma,  a  cascade  of  biochemical  events  can  occur  to  make  the 
injury  worse  (secondary  injury).    As  demonstrated  by  an  NINDS- 
supported  clinical  trial,  high-dose  methylprednisolone  given  within 
8  hours  of  an  acute  spinal  cord  injury  can  reduce  the  extent  of  this 
secondary  damage  to  the  nervous  system. 

Question.    Does  this  suggest  that  early  intervention  may  be 
successful  for  Alzheimer's  and  Parkinson's  disease  patients? 

Answer.      The  results  from  the  methylprednisolone  trial  are  not 
directly  applicable  to  chronic  degenerative  disorders  such  as 
Alzheimer's  disease  and  Parkinson's  disease.    However,  we  have 
evidence  from  another  NINDS-supported  clinical  trial  that  treatment 
with  deprenyl  in  early  Parkinson's  disease  may  enable  patients  to 
live  and  work  normally  for  a  longer  period  of  time  before  requiring 
more  aggressive  therapies.    This  trial  is  ongoing  to  evaluate  the 
long  term  effects  of  deprenyl  and  the  value  of  another  agent, 
tocopherol,  in  combination  with  deprenyl.    The  results  so  far  are 
encouraging;  we  may  be  able  to  move  beyond  symptomatic  treatment 
into  ways  to  actually  intervene  and  arrest  or  reverse  the  underlying 
process  of  many  neurological  diseases. 

ALZHEIMER'S 

Question.    Your  institute  and  the  Aging  Institute  are  the  two 
big  players  in  Alzheimer's  research.    How  do  you  distinguish  the 
Alzheimer's  research  sponsored  by  the  Neurological  Institute  from 
that  sponsored  by  the  Aging  Institute? 

Answer.    As  part  of  its  mission,  NINDS  focuses  on  understanding 
the  fundamental  etiology  and  underlying  pathogenesis  of  Alzheimer's 
disease  and  related  disorders.    The  NINDS  is  responsible  for 
pioneering  research  efforts  in  understanding  how  the  brain  is 
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changing  during  the  earliest  stages  of  Alzheimer's  disease  and 
relating  these  findings  to  ongoing  genetic,  metabolic,  and  cellular 
studies . 

The  National  Institute  on  Aging  research  efforts  emphasize 
diagnosis,  developing  treatment  and  management  strategies,  and 
educating  the  lay  and  professional  audience  with  regard  to  the 
disease. 

MULTIPLE  SCLEROSIS 

Question.  I  understand  that  a  relatively  new  discovery  in  the 
field  of  Multiple  Sclerosis  (MS)  is  that  the  disease  results  in  the 
failure  of  the  blood/brain  barrier. 

Please  discuss  these  findings.    Vfhat  implications  does  it  have 
for  additional  MS  research? 

Answer.    Magnetic  resonance  imaging  (MRI)  studies  of  multiple  - 
sclerosis  (MS)  patients  provide  evidence  that  the  blood/brain 
barrier  is  disturbed  in  MS.    During  the  scans,  a  contrast  agent  used 
to  enhance  the  images  was  able  to  cross  the  blood/brain  barrier  and 
highlight  lesions  in  the  brain.    At  this  point,  we  don't  know  if  the 
breakdown  in  the  barrier  is  a  primary  effect  or  even  a  causative 
factor  in  MS  or  whether  it  is  secondary  to  some  other  process.  The 
same  studies  demonstrate  that  the  disease  can  be  progressing  even 
if,  outwardly,  the  patient's  symptoms  appear  stable.    These  findings 
have  vital  implications  for  MS  research.    Scientists  now  have  a 
tool,  MRI,  to  monitor  both  the  disease  process  and  the  effects  of 
treatments. 

STROKE 

Question.    While  we  have  40  percent  fewer  stroke  cases  than  we 
did  10  years  ago,  we  still  have  500,000  cases  a  year  and  more  than  2 
million  people  are  living  with  the  disabilities  caused  by  stroke. 

Plealse  tell  the  Committee  about  the  progress  made  in  the  field 
of  stroke  research. 

Answer.    Over  the  past  year,  NINDS-supported  clinical  trials 
have  demonstrated  the  efficacy  of  two  strategies  to  prevent  stroke. 
The  first  trial  showed  that  treatment  with  either  aspirin  or 
warfarin  for  patients  with  a  specific  heart  condition  (atrial 
fibrillation)  greatly  reduced  the  risk  of  stroke.    Most  recently,  we 
have  found  that  a  surgical  procedure  on  the  large  arteries  in  the 
neck,  carotid  endarterectomy,  can  prevent  stroke  in  many  patients 
who  have  severe  blockage  of  the  carotid  artery  and  have  already 
shown  warning  signs  of  stroke.    We  are  continuing  to  study  this 
procedure  in  patients  with  less  severe  blockage  and  patients  who  are 
asymptomatic. 

Stroke  research  shows  that,  although  the  major  brain  damage 
occurs  within  the  first  few  hours  of  stroke,  injury  to  certain  cell 
groups  continues  to  progress  for  as  long  as  2  days.    Several  causes 
have  been  found,  including  the  entry  of  toxic  levels  of  calcium  and 
other  molecules  into  the  nerve  cell  and  an  abnormal  release  of 
neurotransmitters.    We  are  pursuing  clinical  studies  of  several 
promising  therapeutic  agents.    A  major  research  priority  for  the 


988 


next  decade  lies  in  further  identifying  and  learning  how  to  prevent 
the  cellular  and  molecular  processes  of  ischemic  nerve  cell  injury 
and  death. 

The  importance  of  identifying  and  characterizing  specific  risk 
factors  for  stroke  continues.    An  ongoing  study  has  related  ethnic 
differences  in  risk  factors  to  differences  in  stroke  type  and 
outcome. 

GEIANT  COST  CONTROL 

Question.    This  year  NINDS  has,  for  the  first  time,  a  $750,000 
cap  on  program  project  grants. 

Are  you  satisfied  that  the  institute  can  continue  an  effective 
research  program  with  the  cap  in  place? 

Answer.    The  NINDS  established  the  $750,000  direct  cost  cap  on 
new  and  competing  centers  and  program  projects  in  FY  1990.  NINDS 
center  and  program  projects  are  strong  overall  and  we  continue  to 
support  excellent  research.    The  assumption  can  be  made  that  without 
a  cap,  undertaken  in  part  as  a  cost  control  measure,  productivity  of 
the  centers  and  program  projects  would  be  higher  due  to  greater 
breadth  and  depth  of  research. 

MULTIPLE  SCLEROSIS 

Question.    Dr.  Goldstein,  last  year  when  additional  funds  were 
needed  for  an  important  clinical  trial  for  Gaucher 's  Disease  the 
Senate  Appropriations  Committee  agreed  to  redirecting  funds  from  a 
clinical  trial  in  Multiple  Sclerosis  but  instructed  you  to  direct  an 
additional  $1  million  towards  MS  research  in  this  fiscal  year. 
Could  you  please  tell  us  what  you  have  done  to  date  to  meet  the 
Senate's  direction  and  where  you  stand  now? 

.Answer.    The  multiple  sclerosis  studies  that  were  delayed  were 
funded  in  FY  1991.    We  have  a  number  of  competitive  and  meritorious 
applications  for  multiple  sclerosis  research,  and  expect  the 
continued  receipt  of  good  applications  that  will  compete  well  within 
the  payline.    Additional  projects,  totaling  in  excess  of  $1  million, 
will  be  funded  in  FY  1991. 

Question.  Last  year  the  Senate  indicated  that  they  were 
interested  in  NINDS  directing  more  MS  research  in  the  area  of 
genetics.    What  has  been  done  to  achieve  this  aim? 

Answer.    The  NINDS  supports  and  conducts  a  vigorous  research 
agenda  to  understand  the  cause  of  multiple  sclerosis,  including 
genetic  factors.    More  women  than  men  develop  MS,  and  relatives  of 
MS  patients  are  more  likely  to  develop  MS  than  individuals  from  the 
general  population.    Persons  with  certain  genetically  determined 
histocompatibility  antigens  also  have  a  higher  risk  of  developing 
MS.    Thus,  the  accumulating  data  implicate  a  genetic  contribution  in 
susceptibility  to  the  development  of  MS,  but  we  still  do  not  know 
the  scope  and  magnitude  of  that  factor.    Ongoing  research  on 
refining,  sequencing,  and  cloning  of  T  cell  receptors  should  help  to 
pinpoint  a  particular  subclass  of  cells  causing  or  perpetuating  the 
disease.    Research  on  the  genetic  basis  of  multiple  sclerosis  will 
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also  benefit  from  the  cloning  of  the  human  myelin  basic  protein 
gene. 

Question.    We  are  in  the  second  year  of  the  Decade  of  the 
Brain.    What  have  you  done  to  accomplish  the  goals  in  MS  research  to 
date,  and  what  do  you  plan  for  the  next  few  years? 

Answer.    The  recent  finding  that  multiple  sclerosis  (MS)  can 
progressively  attack  the  nervous  system  even  in  the  absence  of 
clinical  symptoms,  sheds  a  new  light  on  the  disease  process  and  has 
important  implications  for  treatment  and  future  research.    We  will 
follow  up  on  this  discovery  with  continued  intramural  studies  and 
new  extramural  studies  using  magnetic  resonance  imaging  (MRI),  the 
technique  that  made  this  finding  possible. 

A  central  question  in  MS  concerns  myelin,  the  insulating 
covering  of  the  brain  and  spinal  cord  that  is  damaged  by  the 
disease.    The  possible  roles  of  viral,  genetic,  and  immune  system 
factors  in  the  disease  process  are  active  areas  of  study.  There 
appear  to  be  specific,  but  currently  unidentified,  cellular  and 
subcellular  targets  of  immune  attack  on  the  brain  and  spinal  cord. 
Once  these  targets  are  defined,  new  methods  for  halting  or  reversing 
and  repairing  the  destruction  of  myelin  that  results  in  the  symptoms 
of  MS  may  be  developed. 


QUESTION  SUBMITTTED  BY  SENATOR  ARLEN  SPECTER 

GAUCHER' S  DISEASE  ai^x^i^^^^ 

Question.    Dr.  Goldstein,  are  funds  included  in  the  President's 
FY  1992  budget  to  expand  the  Gaucher 's  Disease  research  effort?  If 
not,  how  much  would  it  cost  to  fully  implement  the  trials  necessary 
to  complete  the  minimum  dosage  studies  and  the  study  of  Type  III 
treatment? 

Answer.    We  plan  to  start  enrolling  patients  in  April  1991  for 
a  study  to  determine  the  minimum  dose  of  enzyme  necessary  to  yield  a 
therapeutic  response  in  Type  I  Gaucher 's  disease.     In  addition, 
NINDS  scientists  are  in  the  final  phases  of  developing  the  protocol 
to  study  the  maintenance  dose  needed  to  keep  Type  I  Gaucher 's 
patients  healthy  after  they  have  been  treated  with  enzyme 
replacement  therapy.    The  FY  1992  President's  Budget  includes  funds 
to  continue  the  present  work  on  the  Type  I  studies,  but  not  to 
conduct  the  full-scale  trials.  The  additional  costs  to  complete  the 
Type  I  studies,  over  a  three  year  period,  are  $200,000  in  FY  1991; 
$1,3A0,000  in  FY  1992;  and  $645,000  in  FY  1993. 

At  the  time  the  FY  1992  budget  was  developed,  the  main  priority 
in  Gaucher 's  disease  research  was  expansion  of  the  Type  I  studies. 
At  this  point,  it  is  clear  that  planning  for  the  Type  III  study  is 
sufficiently  advanced  that  we  can  move  ahead  this  year  to  expedite 
the  conduct  of  the  trial,  probably  by  July.    Initial  investigations 
needed  to  develop  a  human  study  protocol  for  Type  III  are  under  way. 
If  a  protocol  is  scientifically  approved,  NINDS  will  initiate  a 
pilot  investigation  this  year  by  transferring  funds  from  other 
research  areas  ($565,000).    The  costs  for  this  trial,  over  a  4  year 
period,  are  an  estimated  $5,535,000.    Funds  for  the  Type  III  trial, 
$1,680,000,  were  not  included  in  the  President's  FY  1992  budget. 
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QUESTIONS  SUBMITTTED  BY  SENATOR  MARK  O.  HATFIELD 

^  SLEEP  DISORDERS  AND  NARCOLEPSY 

Question.    Dr.  Goldstein,  would  you  summarize  for  the 
Subcommittee  research  being  supported  by  the  NINDS  research  on  sleep 
disorders  such  as  narcolepsy? 

Answer.    NINDS-supported  sleep  research  includes  investigation 
of  how  the  brain  controls  the  normal  sleep-wake  cycle  and  what 
occurs  in  disorders  of  this  cycle,  such  as  narcolepsy.    A  clinical 
research  center  supported  by  NINDS  is  conducting  collaborative  basic 
science  and  clinical  research  exploring  molecular  genetic, 
immunologic,  and  neurophysiologic  hypotheses  for  the  pathogenesis  of 
sleep  disorders.    Other  clinical  investigators  are  developing 
improved  drug  therapy  for  narcolepsy,  studying  the  mechanisms  for 
"rebound  insomnia"  following  discontinuation  of  sleep-promoting 
medications,  and  evaluating  techniques  to  improve  the  sleep  patterns 
of  shift  workers  with  rotating  day  and  night  schedules. 

Linkage  markers  for  the  autosomal  recessive  gene  responsible 
for  canine  narcolepsy  have  been  identified  and  researchers  are 
working  to  isolate  and  sequence  the  gene.      When  this  is 
accomplished,  the  abnormal  gene  product  can  be  identified  and 
strategies  developed  to  counter  the  activity  of  the  abnormal  gene 
product.    This  research  with  dogs  should  have  important  implications 
for  human  narcolepsy. 

Question.    Dr.  Goldstein,  it  is  my  understanding  that  years  ago 
many  believed  that  because  narcolepsy  and  epilepsy  patients 
displayed  similar  symptoms,  that  a  link  existed  between  the  two 
disorders.    What  is  the  present  understanding  today? 

Answer.    Years  ago  a  number  of  neurological  disorders,  such  as 
tics,  muscle  jerks,  and  narcolepsy  were  misclassif ied  as  epilepsy. 
It  is  fairly  common  for  two  disorders  to  have  similar  symptoms  but 
entirely  different  causes,  prognoses,  and  treatments.  Narcolepsy 
and  epilepsy  are  similar  in  that  they  are  both  episodic,  or 
"paroxysmal"  disorders  of  the  brain,  and  in  the  case  of  most 
epilepsy  and  all  narcolepsy,  there  is  little  anatomical  change  in 
the  brain  that  can  explain  the  disorder.  Electrophysiologically 
and  behaviorally  there  is  overlap  between  epilepsy  and  sleep 
disorders,  in  that  seizures  can  affect  sleep,  and  sleep  has  a  strong 
impact  on  the  occurrence  of  seizures.    However,  testing  with  modern 
electrophysiological  techniques  has  shown  that  the  characteristic 
brain  electrical  features  of  narcolepsy  and  epilepsy  are  quite 
distinct . 

Question.  Is  it  still  prudent  for  research  on  narcolepsy  to  be 
conducted  through  the  epilepsy  branch  or  should  a  separate  branch  on 
sleep  be  established? 
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Answer.     The  Institute  provides  research  support  for  a  large 
number  of  neurological  disorders.     Each  scientific  division  or 
branch  of  the  NINDS  is  assigned  responsibility  for  a  variety  of 
disorders  not  necessarily  reflected  in  the  name  of  that  unit.  The 
Epilepsy  Branch  presently  has  responsibility  for  the  support  of 
essentially  all  clinical  and  basic  electrophysiological  research 
related  to  a  variety  of  paroxysmal  or  episodic  disorders  such  as 
epilepsy,  myoclonus,  narcolepsy,  and  circadian  rhythms.     Because  of 
similarities  in  the  technical  expertise  needed  to  diagnose  and 
manage  these  disorders,  it  is  more  efficient  for  the  research 
support  to  be  within  the  same  unit.    Creation  of  separate  branches 
for  sleep  and  other  neurological  disorders  would  fragment  the 
research  effort,  and  require  extensive  duplication  of  scarce 
scientific  resources. 


National  Institute  on  Deafness  and  Other  Communication 

Disorders 

STATEMENT  OF  DR.  JAMES  B.  SNOW,  JR.,  DIRECTOR 

BUDGET  REQUEST 

Senator  Harkin.  Dr.  Snow,  your  budget  request  of  $146.3  million 
is  8.4  percent  above  1991. 

We  are  now  close  to  your  first  anniversary  as  the  first  Director 
of  the  National  Institute  on  Deafness  and  Other  Communication 
Disorders.  The  committee  is  delighted  to  have  you  back  here  with 
us  today,  and  please  proceed  with  your  statement. 

Dr.  Snow.  Thank  you  very  much,  Senator.  It  is  a  privilege  to  be 
here  before  the  committee  to  discuss  the  programs  of  the  National 
Institute  on  Deafness  and  Other  Communication  Disorders. 

In  the  past  2V2  years  since  the  creation  of  the  Institute,  we  haye 
seen  an  increased  vigor  in  part  of  the  scientific  community.  There 
has  been  an  outpouring  of  very  high  quality  applications  to  our  In- 
stitute. We  received  254  applications  in  1989,  350  in  1990,  and  472 
this  year,  and  we  conservatively  estimate  that  there  will  be  546  in 
1992.  And  this  represents  an  increase  of  over  100  percent  since 
1989. 

As  we  discussed  last  year,  1  in  1,000  infants  are  bom  deaf,  and 
50  percent  of  those  have  a  cause  that  is  attributable  to  a  genetic 
defect.  Just  yesterday,  I  learned  from  the  Waardenburg  syndrome 
consortium  that  we  organized  and  support  that  they  have  now  lo- 
cated the  gene  within  one  centiMorgan  on  chromosome  2,  and  this 
is  an  important  breakthrough  in  hereditary  deafness. 

REGENERATION  OF  SENSORY  CELLS 

We  are  also  making  progress  in  understanding  the  regeneration 
of  sensory  cells,  unlocking  ways  to  accelerate  their  repair  and  re- 
turn to  normal  fimction.  This  progress  has  resulted  from  the  study 
of  avian  auditory  and  balance  related  hair  cells.  The  research  has 
stimulated  the  hope  that  similar  mechanisms  can  be  initiated  in 
mammals  and  ultimately  in  humans  leading  to  the  ability  to  re- 
verse acquired  hearing  loss. 

The  olfactory  neuroepithelium  is  known  to  have  a  remarkable  ca- 
pability of  regenerating  olfactory  receptor  neurons  throughout  life. 
The  olfactory  neuroepithelium  also  producer  another  cell  that  mi- 
grates into  the  brain  during  adult  life,  and  we  are  supporting  sci- 
entists studying  the  characteristics  of  these  cells  and  defining  the 
limits  of  their  migration. 

The  early  identification  of  hearing  loss  in  infants  is  critical  to 
language  acquisition  and  development.  The  NIDCD  is  searching  for 
reliable  and  cost-effective  ways  to  reduce  the  average  age  of  diag- 
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nosis  of  hearing  impairment  in  infants  from  the  current  2V2  years 
to  the  first  several  months  of  life. 

The  NIDCD  has  made  major  investments  in  the  development  and 
improvement  of  multichannel  cochlear  implants,  including  a  new 
interleaved-pulse  speech  processor  capable  of  sampling  speech  at 
high  rates.  This  processor  provides  impressive  gains  in  understand- 
ing speech  so  important  to  these  individuals.  Scientists  studying 
the  sense  of  smell  have  found  an  indication  that  some  forms  of  Par- 
kinson's disease  and  Alzheimer's  disease  are  caused  by  environ- 
mental agents  that  enter  the  brain  through  the  olfactory  nerve. 

The  NlDCD  will  continue  to  support  minority-related  research 
and  minority  scientists.  In  several  NIDCD-supported  clinical  trials 
on  otitis  media,  specific  attention  has  been  devoted  to  minority  pop- 
ulations. 

Although  all  clinical  trials,  supported  by  the  NIDCD  include  both 
males  and  females,  recent  findings  indicate  that  there  are  diseases 
afiecting  women  differentially  including  Meniere's  disease, 
otosclerosis,  and  voice  tremor. 

PREPARED  STATEMENT 

This  budget  request  places  emphasis  on  basic  research  to  im- 
prove our  understanding  of  human  communication  while  support- 
ing clinical  trials  for  prevention,  therapeutic  intervention,  and  the 
development  of  devices  that  will  improve  the  quality  of  the  lives  of 
those  who  already  are  experiencing  the  challenges  of  communica- 
tion disorders. 

Mr.  Chairman,  the  fiscal  year  1992  budget  request  is  for 
$146,321,000. 

I  will  be  pleased  to  try  to  answer  any  questions  you  have. 
[The  statement  follows:] 
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STATEMENT  OF  DR.  JAMES  B.  SNOW,  JR. 

It  is  a  privilege  to  appear  before  this  Comniittee  as  the  Director  of  the 
National  Institute  on  Deafness  and  Other  Communication  Disorders  (NIDCD).     In  the 
past  two  and  a  half  years  since  the  Institute  was  created,  we  have  witnesjed  an 
increased  vigor  in  the  pursuit  of  answers  to  questions  about  the  nature  of  human 
communication.     The  NIDCD  has  supported  research  and  research  training  on  both  the 
normal  and  disordered  functions  of  hearing,  balance,  smell,  taste,  voice,  speech 
and  language  primarily  through  investigator-initiated  research  and  by  supporting 
mechanisms  of  research  training  designed  to  encourage  scientists  to  work  on  the 
challenging  problems  confronting  this  field.     The  NIDCD  continues  to  monitor  its 
progress  through  close  attention  to  and  scheduled  updating  of  the  National 
Strategic  Research  Plan  and  by  fostering  critically  needed  basic  research  to 
improve  our  understanding  of  human  communication  while  supporting  research 
protocols  for  prevention,  therapeutic  intervention  and  development  of  devices  that 
will  improve  the  quality  of  life  for  those  who  already  have  communication 
disorders. 

One  in  one  thousand  infants  is  born  deaf.     Approximately  2  million  persons  are 
profoundly  deaf.     Forty  to  sixty  percent  of  profound  neonatal  deafness  can  be 
attributed  to  genetic  causes.     More  than  50  different  forms  of  hereditary  deafness 
are  known.     The  NIDCD  has  made  important  progress  on  two  forms  of  hereditary 
deafness,  Usher  syndrome  and  Waardenburg  syndrome.     NIDCD  investigators  have 
recently  located  the  Usher  type  2  gene  on  chromosome  1  and  have  begun  to  fine  map 
and  to  clone  and  characterize  the  gene.     A  team  of  scientists  in  the  NIDCD 
Intramural  Research  Program  and  a  network  of  clinicians  are  at  work  studying 
Waardenburg  syndrome.     Geneticists,  otolaryngologists  and  audiologists  throughout 
the  country  have  been  enlisted  to  bring  together  intramural  scientists  and  families 
with  hearing  loss  due  to  Waardenburg  syndrome  who  would  like  to  participate  in  the 
research.     Initially,  the  focus  will  be  on  the  mapping  of  the  gene  involved  in 
Waardenburg  syndrome.     This  information  can  be  used  subsequently  to  improve 
diagnosis  and  genetic  counseling  and  eventually  may  lead  to  gene  therapy  for 
syndromes  of  hereditary  deafness. 

Basic  scientists  supported  by  NIDCD  are  continuing  to  make  important  progress 
on  understanding  the  regeneration  of  sensory  cells,  unlocking  the  ways  to 
accelerate  their  repair  and  return  to  normal  function.     This  progress  has  resulted 
from  the.  study  of  auditory  and  balance-related  hair  cells  in  birds.     The  research 
has  stimulated  hope  that  similar  mechanisms  can  be  initiated  in  mammals  and, 
ultimately,  humans,  leading  to  the  ability  to  reverse  acquired  hearing  loss.  Other 
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important  NIDCD  supported  basic  research  has  demonstrated  that  the  olfactory 
neuroepithelium,  located  in  Che  roof  of  the  nose  is  known  to  have  the  remarkable 
capability  of  regenerating  olfactory  receptor  neurons  throughout  life.  The 
olfactory  neuroepithelium  produces  another  type  of  cell  that  migrates  into  the 
brain  during  adult  life.    Using  both  transplants  and  explants,  scientists  are  now 
identifying  the  characteristics  of  these  cells  and  defining  the  limits  of  their 
migration.    The  olfactory  neuroepithelium  is  not  only  a  source  of  olfactory 
receptor  neurons,  which  have  a  powerful  chemical  trophic  effect  on  the  brain,  but 
may  also  be  a  direct  source  of  additional  migratory  cells  for  the  brain. 

Noise-induced  hearing  loss  is  the  most  common  preventable  cause  of  hearing 
loss  and  remains  of  great  concern  to  the  Institute.     As  a  result  of  a  NIDCD- 
sponsored  Consensus  Development  Conference  on  Noise  and  Hearing  Loss,  the  Institute 
is  engaged  in  an  ongoing  public  education  campaign.    The  first  year  of  this  effort 
to  increase  public  awareness  will  be  designed  to  reach  intermediate  elementary 
school  children  about  high-risk  activities. 

The  NIDCD  recommends  screening  infants  for  hearing  impairment;  screening 
children  prior  to  entering  school;  screening  adolescents  in  the  late  teenage  years 
when  otosclerosis  may  set  in;  and,   in  the  sixth  decade  of  life,  screening  adults 
for  presbycusis. 

Early  identification  of  hearing  loss  in  infants  is  critical  to  language 
acquisition  and  development.     NIDCD  will  sponsor  a  conference  on  reliable  and  cost- 
effective  ways  of  reducing  the  average  age  of  diagnosis  of  hearing  impairments  in 
infants  from  the  current  two  and  one  half  years  to  the  first  several  months  of 
life.     In  addition,  investigators  are  currently  attempting  to  identify  other 
factors  present  at  age  two  which  place  a  child  at  risk  for  long-term  delay  in 
talking.     This  research  may  identify  which  toddlers  will  benefit  most  from  early, 
intervention. 

The  most  common  cause  of  progressive,  conductive  hearing  loss  in  the  adult 
with  a  normal  eardrum  is  otosclerosis.     An  NIDCD-sponsored  physician-scientist  has 
found  that  a  class  of  drugs,  biphosphonates ,  act  effectively  to  inhibit  bone 
remodeling.     If  shown  to  be  effective,  these  drugs  could  be  used  to  prevent  the 
onset  of  otosclerosis  or  to  arrest  the  progression  of  the  disease  in  persons  who 
already  have  it. 

Research  is  now  in  progress  to  correlate  age-related  hearing  loss  with 
alterations  in  neurotransmitter  levels.     Ultimately,  this  research  may  make  it 
possible  to  delay  the  onset  of  presbycusis.    Presbycusis  is  estimated  to  affect 
half  of  all  persons  between  31  and  91  years  of  age. 
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The  Institute  supports  ongoing  research  in  otitis  media  as  it  is  the  leading 
cause  of  acquired  hearing  Loss  in  children  under  the  age  of  ten.     We  were  heartened 
by  the  release  of  a  new  vaccine  for  infants  to  prevent  meningitis,  a  major  cause  of 
deafness  in  children. 

Congenital  cytomegalovirus  (CMV)  infection  is  a  well-established  cause  of 
disorders  of  the  auditory,  visual  and  central  nervous  systems.     The  NIDCD  will 
continue  to  support  research  on  the  CMV  in  association  with  disorders  such  as 
infant  hearing  loss,  Meniere's  disease,  perilymphatic  fistulae,  sudden  deafness, 
and  hearing  and  balance  disorders  emerging  in  AIDS  patients.     CMV  is  the  most 
common  secondary  infection  among  AIDS  patients  and  is  estimated  to  occur  in  more 
than  90  percent  of  all  such  patients.     Persons  who  have  AIDS  are  known  to  develop 
communication  disorders  the  most  prominent  of  which  is  loss  of  hearing.     We  are 
studying  whether  the  hearing  loss  is  a  result  of  the  AIDS  virus  or  the  CMV.  A 
model  for  studying  congenital  CMV  inner  ear  infection  has  been  developed,  and 
therapeutic  strategies  have  evolved  for  the  prevention  of  the  loss  of  hearing  from 
CMV  infection. 

Additionally,  the  NIDCD  is  concerned  with  CMV  in  children.  Approximately 
72,000  children  are  born  with  CMV  each  year.     CMV  is  the  single  largest  cause  of 
acquired,  congenital  hearing  loss  and  is  estimated  to  cause  deafness  in  2,000  to 
4,000  infants  annually  in  the  United  States. 

In  September  1990,  the  NIDCD  held  the  first  of  a  series  of  working  group 
meetings  designed  to  look  at  the  needs  of  the  several  constituencies  served  by  the 
Institute.     Each  working  group  has  an  opportunity  to  inform  the  Institute  of  their 
special  research  and  research  training  needs.     The  first  working  group  provided 
perspectives  of  the  deaf  community;  the  second,  scheduled  for  April  1991,  will 
provide  the  perspectives  of  oral,  auditory  hearing-impaired  persons;  the  third,  to 
be  held  in  October  1991,  will  address  the  research  and  research  training  needs  of 
women  and  women's  health  issues.     The  fourth  meeting,  planned  for  April  1992,  will 
present  the  needs  of  minority  persons  and  minority  health  issues;  and,  the  final 
meeting  in  the  series,  scheduled  for  September  1992,  will  assess  the  impact  of 
visual  impairment  on  deaf  and  hard  of  hearing  persons. 

The  Institute's  National  Strategic  Research  Plan  has  identified  that  there  is 
insufficient  incidence  and  prevalence  data  on  communication  disorders.  After 
holding  planning  meetings  with  the  National  Center  for  Health  Statistics  (NCHS), 
the  NIDCD  is  preparing  a  10-  to  15-  year  epidemiologic  research  strategy.  This 
strategy  in  collaboration  with  the  NCHS  will  yield  incidence  and  prevalence  data  in 
the  Institute's  seven  program  areas  and  will  provide  reliable  and  cost-effective 
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data  in  a  systematic  and  comprehensive  manner.     The  NIDCD  is  establishing  an 
Epidemiology  Branch  in  FY  1991  to  coordinate  these  efforts. 

The  NIDCD  is  continuing  research  and  development  of  devices  to  improve  the 
quality  of  life  for  hearing-impaired  persons.     The  Institute  has  made  a  major 
investment  in  improving  technology  of  auditory  prostheses  for  the  deaf.     A  new 
interleaved-pulse  speech  processor,  developed  and  tested  by  NIDCD  supported 
investigators,  is  capable  of  sampling  the  speech  signal  at  high  rates  for  use  by 
patients  fitted  with  multichannel  cochlear  implants.    The  processor  provides 
impressive  gains  in  understanding  speech  so  important  to  these  individuals.  The 
cochlear  implant  program  has  developed  limited  clinical  trials  of  auditory 
prosthetic  devices  which  have  promise  for  major  progress  for  individuals  with 
congenital  and  acquired  hearing  impairment.  Furthermore,  the  application  of 
patterned  electrical  stimulation  appears  to  help  maintain  the  integrity  of  the 
central  auditory  pathways  when  the  inner  ear  has  been  damaged.     Another  device,  the 
digital  hearing  aid,  is  being  studied  with  great  intensity. 

NIDCD  will  continue  its  initiatives  in  support  of  minority-related  research 
and  minority  scientists.     In  several  NIDCD-supported  clinical  trials  on  otitis 
media,  specific  attention  has  been  devoted  to  minority  populations.    For  reasons 
not  yet  clear,  there  is  a  higher  incidence  of  otitis  media  among  minority 
populations. 

Although  all  clinical  trials  supported  by  NIDCD  include  both  males  and 
females,  recent  findings  in  diseases  that  affect  women  differentially  include 
Meniere's  disease,  otosclerosis,  and  voice  tremor. 

Currently,  NIDCD  is  supporting  balance-related  research  on  the  micromechanical 
properties  of  inner  ear  sensory  cells  that  may  explain  how  these  cells  detect 
forces  acting  upon  them  during  movement  of  the  head  and  transform  this  information 
into  neural  signals. 

Basic  scientists  studying  the  sense  of  smell  have  found  an  indication  that 
some  forms  of  Parkinson's  disease  and  Alzheimer's  disease  may  be  caused  by 
environmental  agents  that  enter  the  brain  through  the  olfactory  nerve. 

Recent  research  results  indicate  that  normal  language  learning  occurs  only 
when  exposure  to  the  language  begins  early  in  life  for  both  signed  and  spoken 
languages.     In  language  research  on  adult  aphasia,  recent  findings  suggest  that  the 
immediate  administration  of  Type  I  gangliosides  in  stroke  patients  may  prevent 
gross  aphasia. 

NIDCD  investigators  continue  to  study  the  onset  and  development  of  stuttering 
in  early  childhood.     Preliminary  results  show  that  girls  have  a  significantly 
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earlier  onset,  were  more  likely  to  have  sudden  onset,  and  show  a  stronger  tendency 
for  amelioration  than  boys. 

NIDCD  intramural  scientists  have  demonstrated  that  botulinum  toxin  injections 
are  effective  in  reversing  the  effects  of  muscle  reinnervation  and  restoring  the 
voice  in  the  treatment  of  spasmodic  dysphonia. 

The  first  three  National  Multipurpose  Research  and  Training  Centers  have  been 
established.    The  Centers  will  stimulate  important  areas  of  basic  and  clinical 
research  while  providing  needed  research  training  opportunities.     They  will 
increase  the  numbers  and  broaden  the  capabilities  of  investigators  in  the 
communication  sciences.     Continuing  education  programs  will  disseminate  research 
results  to  physicians,  other  health  professionals  and  the  public. 

As  we  approach  the  new  century,  the  age  of  communication  is  coming  into 
maturity.    Every  aspect  of  human  life  is  dependent  upon  skilled  communication. 
Communication  processes  and  technologies  have  become  increasingly  critical  to 
success  in  the  workplace.    Persons  with  disabilities  have  been  guaranteed  the 
rights  they  have  always  deserved.     However,  when  a  child  is  born  with  a 
communication  disorder  or  acquires  one  later  in  life,  that  child  faces  undeniable 
challenges  throughout  his  or  her  lifetime.    Often  the  challenges  are  economic.  The 
earliest  possible  diagnosis  and  intervention  are  critical  to  improving  the  quality 
of  life  for  individuals  with  communication  disorders. 

Research  in  molecular  biology  and,  specifically,  molecular  genetics  holds 
great  promise  for  the  use  of  gene  therapy  in  hereditary  deafness  and  other 
disorders  of  human  communication  that  are  clearly  hereditary. 

NIDCD  has  an  ongoing  commitment  to  research  that  develops  strategies  and 
devices  to  ensure  the  best  possible  outcomes  for  individuals  with  communication 
disorders.     To  the  degree  that  these  individuals  are  able  to  improve  their 
productivity  and  independence,  research  will  have  contributed  to  major  savings  and, 
more  importantly,  to  the  quality  of  their  lives.    It  is  of  the  greatest  importance 
that  the  age  of  communication  is  truly  accessible  to  all  Americans. 

Mr.  Chairman,  the  FY  1992  budget  request  is  $146,321,000.     I  will  be  pleased 
to  try  to  answer  any  questions  you  have. 

BIOGRAPHICAL  SKETCH  OF  DR.  JAMES  B.  SNOW,  JR. 

Born:     March  12,  1932,  Oklahoma  City,  Oklahoma 
Marital  Status;    Married,  three  children 

Education;     B.S.,  University  of  Oklahoma,  Norman,  Oklahoma,  19A6-49; 

M.D.,  Harvard  Medical  School,  Boston,  Massachusetts,  1952-56 
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ProfeasionaL  History;     Intern  in  Surgery,  Johns  Hopkins  Hospital,  Baltimore, 
MD,  1956-57;  Resident  in  Otolaryngology,  Massachusetts  Eye  and  Ear  Infirmary, 
Boston,  MA,  1959-60;  Captain,  Consultant  in  Otolaryngology,   1960-61;  U.S. 
Army  Medical  Corps,  8th  U.S.  Army,   121st  Evacuation  Hospital,  Korea; 
Otolaryngologist,  U.S.  Army  Hospital,  Fort  Leonard  Wood,  MO,  1961-62; 
Assistant  Professor  and  Vice-Chairman,  Department  of  Otorhinolaryngology , 
University  of  Oklahoma  Medical  Center,  Oklahoma  City,  OK,  1962-64;  Professor 
and  Head,  Department  of  Otorhinolaryngology,  University  of  Oklahoma  Medical 
Center,  Oklahoma  City,  OK,   1964-72.     Adjunct  Professor,  Department  of  Oral 
Medicine,  University  of  Pennsylvania,  School  of  Dental  Medicine,  1974-77; 
Professor  and  Chairman,  Department  of  Otorhinolaryngology  and  Human 
Communications,  University  of  Pennsylvania,  School  of  Medicine,  Philadelphia, 
PA,  1972-89;  Director,  National  Institute  on  Deafness  and  Other  Communication 
Disorders,  Bethesda,  MD,  1990-. 

Society  Af f iliationat    Alpha  Omega  Alpha;  American  Academy  of  Facial,  Plastic 
and  Reconstructive  Surgery;  American  Academy  of  Otolaryngology-Head  and  Neck 
Surgery;  American  Association  for  the  Advancement  of  Science;  American 
Broncho-Esophagological  Association;  American  College  of  Surgeons;  American 
Laryngological  Association;  American  Laryngological ,  Rhinological  and 
Otological  Society;  American  Medical  Association;  American  Neurotology 
Society;  American  Otological  Society;  American  Society  for  Head  and  Neck 
Surgery;  Association  for  Research  in  Otolaryngology;  Association  of  American 
Medical  Colleges;  College  of  Physicians  of  Philadelphia;  Collegium  Oto-Rhino- 
Laryngologicum  Amicitiae  Sacrum;  International  Bronchoesophagological 
Society;  John  Morgan  Society;  Massachusetts  Eye  and  Ear  Infirmary  alumni 
Association;  New  York  Academy  of  Sciences;  Pan  American  Association  of 
Otolaryngology  and  Broncho-Esophagology ;  Pennsylvania  Academy  of  Opthalmology 
and  Otolaryngology;  Pennsylvania  Medical  Society;  Phi  Beta  Kappa; 
Philadelphia  Laryngological  Society;  Sigma  Xi;  Society  for  Ear,  Nose  and 
Throat  Advances  in  Children;  Society  of  University  Otolaryngologists-Head  and 
Neck  Surgeons;  Southern  Medical  Association. 

HoDora  and  Awards;    Regent's  Award  for  Superior  Teaching,  University  of 
Oklahoma,  1970;  Certificate  of  Award,  American  Academy  of  Opthalmology  and 
Otolaryngology,  1971;  Honorary  Master  of  Arts,  University  of  Pennsylvania, 
1973;  Second  Vice-President,  American  Academy  of  Ophthalmology  and 
Otolaryngology,  1973-74;  Consulting  Professor,  Shanghi  Second  University  of 
Medical  Sciences,  Shanghai,  People's  Republic  of  China,  1985;  Honorary 
Fellow,  Japan  Broncho-Esophagological  Society,  1985. 

r  .        bt.  .  HEARING  LOSS 

Senator  Harkin.  Thank  you  very  much,  Dr.  Snow.  Millions  of 
Americans  have  different — there's  different  kinds  of  hearing  loss, 
and  some  are  affected  with  a  hearing  loss  that  if  you  are  tested  in 
the  booth,  the  sound  chamber — don't  know  what  you  call  that,  but 
the  testing  room. 

Dr.  Snow.  Yes. 

Senator  Harkin.  Your  hearing  comes  out  OK  But  if  you  are  in 
a  crowded  room  or  something  like  that  and  you  are  talking  to 
someone,  you  cannot  imderstand  them  because  of  the  background 
noise.  I  have  become  aware  of  this,  in  fact,  having  a  little  bit  of  a 
problem  with  it  myself. 

But  I  am  just  wondering  what  kind  of  research  is  being  done  in 
this  area.  What  kind  of  new  hearing  aids  are  being  developed?  I 
have  heard  about  some,  but  I  don't  really  have  much  knowledge 
about  what  is  being  done  in  that  area. 

Dr.  Snow.  Yes,  sir;  we  all  have  trouble  hearing  in  backgrovmd 
noise  but,  of  course,  this  becomes  very  severe,  particularly  in  those 
who  develop  the  loss  of  hearing  due  to  aging,  the  condition  known 
as  presbycusis.  And  then  when  one  tries  to  solve  the  problem  of 
loss  of  hearing  with  a  hearing  aid,  just  the  thing  that  you  point 
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out,  the  variation  among  individuals  becomes  a  very  major  prob- 
lem. 

One  of  the  hopes  is  that  digital  hearing  aids  will  help  solve  this 
problem,  and  we  are  sponsoring  research  in  which  hearing  aids  are 
being  tested  both  in  quiet  and  in  noise,  in  which  there  are  men's 
voices  in  noise,  women's  voices  in  noise  and  each  of  those  in  quiet. 
Our  research  in  hearing  aids  really  is  addressing  three  major  ap- 
proaches: The  amplitude  compression,  the  reduction  of  noise,  and 
the  use  of  binaural  hearing  aids,  each  one  fitted  differently  to  each 
ear. 

DIGITAL  HEARING  AIDS 

Part  of  the  problem  with  the  development  of  digital  hearing  aids 
has  been  that  one  can  work  out  strategies  for  different  listening 
circumstances  for  a  given  individual,  but  there  is  not  a  great  deal 
of  application  to  other  individuals.  And  that  has  hampered  the  pro- 
duction of  these  for  widespread  use.  What  has  been  worked  out  in 
the  laboratory  for  a  few  subjects  is  applicable  to  less  than  50  per- 
cent of  the  population  that  needs  a  hearing  aid,  and  this  makes  it 
a  very  difficult  and  complex  matter.  We  are  emphasizing  the  study 
of  the  amplified  speech  signal  in  a  hearing  aid  and  the  characteris- 
tics of  the  hearing  impairment,  trying  to  match  those  better  than 
has  been  done  in  the  past. 

Senator  Harkin.  One  last  question.  I  have  a  number  that  I  will 
submit  to  you  in  writing. 

I  am  informed  that  the  Defense  Department  has  been  doing  a  lot 
of  classified  funding  of  research  and  development  in  certain  kinds 
of  equipment,  such  as  eavesdropping  equipment,  that  if  available 
to  those  working  on  improving  the  quality  of  hearing  aids,  could 
lead  to  some  dramatic  breakthroughs  in  quality  and  sophistication 
of  hearing  aids.  In  other  words,  the  Federal  Government  has  al- 
ready done  some  research  in  another  branch  on  this. 

Have  you  had  any  discussions  with  the  Department  of  Defense 
on  this?  Are  you  aware  of  this? 

Dr.  Snow.  No;  we  have  not.  We  are  developing  the  interagency 
coordinating  committee  that  was  authorized  by  the  legislation  so 
that  we  can  be  aware  as  much  as  possible  of  what  other  Grovern- 
ment  agencies  are  doing  in  deafness  and  other  communication  dis- 
orders. I  do  not  know  anjdihing  about  the  classified  work. 

Senator  Harkin.  I  also  serve  on  the  Armed  Services  Appropria- 
tions Subcommittee,  Defense  Appropriations.  And  I  am  going  to  get 
my  staff  to  look  into  that  and  try  to  coordinate  with  our  staff  here 
and  with  you,  and  let's  see  if  we  can't  get  you  the  appropriate  clas- 
sification, whatever  you  need,  to  look  at  this.  OK? 

Dr.  Snow.  Yes,  sir. 

Senator  Harkin.  I  am  not  certain  that  I  am  totally  aware  of  it. 
I  have  been  told  about  it.  I  don't  have  a  firsthand  knowledge  of  it 
myself,  but  I  would  like  to  have  you  take  a  look  at  it  and  see  if 
there  is  anything  there. 

Dr.  Snow.  I  would  be  very  pleased  to  do  so. 
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QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

Senator  Harkin.  Thank  you  very  much.  There  will  be  some  addi- 
tional questions  which  will  be  submitted  for  your  response  in  the 
record. 

(The  following  questions  were  not  asked  at  the  hearing,  but  were 
submitted  to  the  Institute  for  response  subsequent  to  the  hearing:] 
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QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

STATE-OF-THE-ART  RESEARCH 

Question.     We've  talked  in  the  past  about  the  need  to  bring  the 
science  that  supports  deafness  and  communication  disorders  up  to  par 
with  the  science  that  supports  and  investigates  other  categories  of 
disease.     One  of  the  major  problems  in  this  field  has  been  the  lack 
of  trained  molecular  biologists  and  other  scientists  with  state-of- 
the-art  specialties.     I  was  pleased  to  see  that  we  were  able  to 
increase  the  number  of  individuals  trained  by  your  Institute  from 
112  to  149  between  1990  and  1991.     Unfortunately,  your  1992  request 
would  only  maintain  the  149  trainees.     In  your  professional 
judgment,  how  many  training  slots  should  be  supported  in  1992  to 
help  bring  the  science  of  deafness  and  communication  disorders  up  to 
par  with  other  fields  of  science? 

Answer:  In  my  professional  judgment  208  training  slots  should 
be  supported  in  1992. 

TRAINING 

Question.     If  the  Congress  were  able  to  provide  funding  to  your 
Institute  above  the  1992  requested  level,  what  relative  priority 
would  you  assign  to  providing  more  funding  for  training? 

Answer.     Training  is  of  critical  importance.     It  is  the 
foundation  upon  which  excellence  in  research  is  built.     Training  and 
career  development  remain  a  high  priority  for  the  NIDCD.     We  are 
very  pleased  that  the  National  Multipurpose  Research  and  Training 
Centers  are  offering  continuing  education  and  research  training  to 
physicians. 

Question.     Dr.  Snow,  I  understand  that  you  made  a  proposal  to 
NIH  management  that  would  provide  a  supplement  to  research  project 
grants  to  permit  additional  training  to  take  place  in  the  context  of 
work  being  done  on  research  project  grants.     This  would  be  a  new 
mechanism,  a  new  way  of  attempting  to  train  more  individuals.  What 
is  the  status  of  this  proposal  at  NIH  and  how  much  do  you  estimate 
it  would  cost  to  add  this  training  component  to  your  research 
project  grants  in  FY  1992? 

Answer.     We  have  received  tentative  approval  from  the  NIH  for 
our  "Mentor"  program  and  are  now  working  on  the  final  details  of  the 
proposal.     I  believe  this  program  can  offer  our  investigators  an 
excellent  opportunity  to  move  into  the  forefront  of  biomedical 
research  by  learning  research  techniques  in  molecular  biology, 
thereby  giving  them  the  tools  needed  to  provide  us  with  answers  in 
such  difficult  areas  as  hereditary  deafness  and  the  regeneration  of 
hair  cells.     We  estimate  that  this  initiative  would  cost  $4,350,000 
in  FY  1992  and  could  be  accommodated  within  our  overall  request  if 
deemed  a  priority.     In  FY  1992  the  second  year  costs  of  the  FY  1991 
awards  would  be  supported;  and  approximately  twice  as  many  new 
awards  would  be  made  as  in  FY  1991. 

Question.     How  much  would  it  cost  to  add  this  component  to  your 
research  project  grants  in  FY  1991  and  is  this  something  that  the 
Director's  Discretionary  Fund  can  be  used  for? 
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Answer.     The  "Mentor"  program  would  cost  approximately 
$1,350,000  in  FY  1991.    We  anticipate  making  awards  in  the  third  or 
fourth  quarter  of  FY  1991.    We  will  propose  it  to  the  NIH  as  a 
possible  use  of  the  NIH  Directors'  Discretionary  Fund. 

RESEARCH  PLAN 

Question.     In  January  of  1989,  the  Institute  developed  a 
research  agenda  to  cover  all  seven  areas  of  the  Institute;  smell, 
taste,  hearing,  balance,  language,  voice  and  speech.    This  year,  I 
understand,  you  have  an  effort  underway  to  update  the  National 
Strategic  Research  Plan  for  language  and  balance  and  that  with 
recurring  updates  the  entire  plan  will  be  updated  every  3  years. 
Why  did  you  choose  language  and  balance  to  begin  your  update  and 
what  areas  will  be  updated  in  FY  1992? 

Answer.    The  National  Deafness  and  Other  Communication 
Disorders  Advisory  Board  unanimously  agreed  to  update  two  of  the  six 
research  sections  of  the  National  Strategic  Research  Plan  each  year. 
The  National  Advisory  Board  selected  the  Balance  and  Vestibular 
Systems  and  the  Language  Sections  for  updating  in  1990-1991,  the 
Hearing  and  the  Voice  Sections  in  1991-1992,  and  the  Smell  and  Taste 
and  the  Speech  Sections  in  1992-1993. 

V  BRAIN  IMPLANTS  SIMILAR  TO  COCHLEAR  IMPLANTS 

Question.     Dr.  Snow,  we  have  talked  about  cochlear  implants  and 
we  have  a  very  excellent  program  at  the  University  of  Iowa  that  is 
continuing  research  on  cochlear  implant  development.     I  understand 
that  there  is  research  underway  to  actually  implant  something  in  the 
brain  to  stimulate  areas  of  the  brain  that  are  related  to  hearing, 
if  the  nerve  cells  are  dead  within  the  ear.     Are  animal  experiments 
underway  with  regard  to  such  brain  implants? 

Answer.     Research  is  indeed  under  way  to  determine  the  optimum 
design,  effectiveness  and  potential  side  effects  of  an  auditory 
brainstem  implant  (ABI).     This  electric  prosthesis,  similar  to  the 
more  familiar  cochlear  implant,  is  positioned  in  the  lateral  recess 
of  Che  4th  ventricle  of  the  lower  brainstem,  abutting  the  dorsal 
cochlear  nucleus. 

Question.     Could  you  update  us  on  the  prospects  for  such 
treatments? 

Answer.     Its  use  is  indicated  in  cases  where  the  auditory  nerve 
has  been  damaged  by  the  presence  of  tumors,  as  in  neurofibromatosis 
type  2  (NF  2)  or  severed  by  skull  fracture  following  head  injury — 
situations  in  which  a  cochlear  implant  could  be  useless.  Animal 
studies  have  been  conducted  to  determine  the  optimum  electrode 
design  and  location,  safety  of  long-term  electric  stimulation  to 
brain  structures,  and  effectiveness  in  producing  awareness  of  sound. 

Question.  Do  you  believe  they  are  feasible  in  the  long  run  for 
human  beings? 

Answer.     More  recently,  a  prototype  device  has  been  implanted 
in  19  patients  with  bilateral  hearing  impairment  due  to  NF  2.  Their 
ability  to  understand  speech  with  the  ABI  is,  on  the  average. 
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comparable  to  speech  understanding  performance  achieved  with 
multichannel  cochlear  implants.    At  least  one  manufacturer  intends 
to  refine  the  device  and  begin  marketing,  pending  completion  of 
these  studies  and  FDA  approval. 

CLEARINGHOUSE 

Question.     I  understand  that  you  awarded  the  contract  for  your 
National  Clearinghouse  last  month  and  it  will  come  on  line  next 
month.    Could  you  update  the  Committee  on  the  National  Clearinghouse 
operations? 

Answer.     The  National  Institute  on  Deafness  and  Other 
Communication  Disorders  Clearinghouse  began  start-up  operations  on 
March  1,  1991.    The  scope  of  the  Clearinghouse  is  a  direct 
reflection  of  the  mandate  that  established  it.     The  objectives  of 
the  Clearinghouse  include:     provision  of  effective  responses  to 
information  requests;  coordination  of  the  vast  amount  of  information 
that  already  exists  in  the  field  of  communication  sciences  and 
distribution  of  it  to  health  professionals,  patients,  industry,  and 
the  public;  and,  establishment  of  a  central  resource  center  that 
will  provide  access  to  current  information  held  by  other  sources  to 
avoid  duplication.     The  Clearinghouse  will  maintain  databases, 
develop  informational  materials  including  fact  sheets,  brochures  and 
reprints  and^will  continue,  in  close  cooperation  with  the  Institute 
staff,  to  disseminate  information  in  the  communication  sciences. 

INFANT  ASSESSMENT 

Question.     Dr.  Snow,  your  strategic  research  plan  describes  an 
urgent  research  goal  relating  to  the  early  identification  of  hearing 
disorders  in  young  children,     ideally  by  the  age  of  9  months.  While 
there  are  several  methods  for  identifying  hearing  impairment  during 
the  first  several  months  of  life,  the  average  age  of  identification 
of  these  problems  is  two  and  a  half  years.    What  additionally  needs 
to  be  done  to  meet  this  goal  of  neonatal  identification  of  hearing 
disorders  and  what  additional  research  needs  to  be  done  in  this 
area? 

Answer.    At  the  present  time,  most  authorities  would  recommend 
the  use  of  a  hospital-based  high-risk  registry  and  the  use  of 
auditory  brainstem  response  testing  of  those  infants  found  to  be  at 
risk.     Unfortunately,  50  percent  of  the  infants  with  hearing 
impairment  are  missed  by  this  approach.    One  method  currently  under 
investigation  is  otoacoustic  emissions  testing.  Otoacoustic 
emissions  are  sounds  generated  by  the  normal  ear.     They  are  low  in 
intensity,  but  can  be  detected  in  the  ear  canal  using  a  sensitive 
microphone  and  modern  methods  of  signal  analysis  to  extract  these 
low  level  signals  from  ambient  background  noise.     The  time, 
equipment  and  personnel  required  make  it  much  less  expensive  than 
other  methods  of  testing  and  much  more  suitable  for  screening  of  all 
infants.     Therefore,  otoacoustic  emissions  testing  may  prove  to  be 
an  inexpensive,  practical  method  of  early  detection  of  hearing  loss 
in  infants  and  may  help  to  reach  the  goal  of  reducing  the  average 
age  of  diagnosis  from  2.5  years  to  the  first  several  months  of  life. 
The  NIDCD  is  planning  a  clinical  trial  to  assess  the  efficacy  of 
this  method  of  testing  in  the  near  future. 
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Question.     Also,  I  understand  there  are  14  states  that  have 
legislative  mandates  to  perform  neonatal  hearing  screening.  Will 
additional  state  legislation  be  required  in  this  area  to  achieve  the 
goal? 

Answer.     The  fact  that  a  state  has  a  legislative  mandate  does 
not  mean  that  actual  screenings  are  taking  place.  Program 
implementation  varies  widely  for  each  state,  ranging  from  fully 
implemented  programs  to  only  the  release  of  brochures  on  the 
subject.     Most  of  the  legislation  makes  no  mention  of  specific 
funding  policies  to  be  followed.     The  method  of  testing  may  or  may 
not  be  recommended  or  regulated  by  the  state.     Testing  processes 
vary  from  state  to  state  and  may  include  only  one  method  or  several 
methods.     To  achieve  our  goal  of  early  identification  of  hearing 
impaired  children,  a  uniform  nationwide  effort  must  be  undertaken. 

Sixteen  states  now  have  legislative  mandates  to  perform  neonatal 
hearing  screening.     These  are  Hawaii,  Kansas,  Arizona,  California, 
Connecticut,  Florida,  Georgia,  Kentucky,  Maryland,  Massachusetts, 
Mississippi,  New  Jersey,  Ohio,  Oklahoma,  Rhode  Island  and  Virginia. 

r  :  -     -        MULTI-PURPOSE  RESEARCH  AND  TRAINING  CENTERS 

-      Question.     There  are  three  of  the  Multi-purpose  Research 
Training  Centers  funded  and  in  operation  and  competition  is  underway 
for  two  more  this  fiscal  year.     When  will  the  awards  for  these  new 
Centers  be  made? 

Answer.     The  Request  for  Applications  for  the  new  National 
Multi-purpose  Research  and  Training  Centers  (RTC)  was  issued  in  the 
NIH  Guide  to  Grants  and  Contracts  on  December  22,   1990.     As  of 
February  21,   1991,  the  Institute  has  received  six  applications  in 
response  to  the  RFA.     The  awards  for  these  new  Centers  will  be  made 
by  September  1991. 

Question.     What  will  the  focus  area  be  for  each  of  these  new 
Centers?    ,  ...   ....  :  . 

Answer.     The  program  focus  for  these  Centers  will  be  determined 
by  the  relative  scientific  merit  of  the  competitive  applications 
approved  for  funding  by  the  National  Deafness  and  Other 
Communication  Disorders  Advisory  Council. 

RESEARCH  CENTERS 

Question.     Your  budget  shows  a  request  for  one  additional 
center  in  1992.     What  type  of  center  do  you  propose  for  funding  in 
1992  and  will  this  bring  on  line  all  the  centers  called  for  by  the 
legislation  establishing  the  Deafness  Institute? 

Answer.     The  NIDCD  is  hoping  to  initiate  a  Core  grants  program 
in  1992.     Core  Grants  for  the  support  of  Research  in  the 
Communication  Sciences  and  Disorders  are  intended  to  support  the 
provision  of  central  services  and/or  resources  that  enhance  or 
facilitate  the  studies  of  a  group  of  investigators  currently  holding 
investigator-initiated  NIDCD  grant  support.     Core  grants  may 
indirectly  serve  a  number  of  purposes:     for  example,  the 
establishment  and  support  of  appropriate  laboratory  services  may 
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lead  to  the  expansion  of  studies  of  the  molecular,  cellular,  or 
immunologic  bases  of  the  communication  sciences  and  disorders,  and 
the  availability  of  other  services  and  resources  may  encourage 
expanded,  multidisciplinary  and/or  collaborative  studies  in  the 
communication  sciences  and  disorders. 

We  are  funding  three  RTCs  in  the  areas  of  voice  and  speech, 
hearing  and  balance,  and  hearing  loss  in  children. 

The  Request  for  Applications  for  the  new  National  Multipurpose 
Research  and  Training  Centers  (RTC)  was  issued  on  December  22,  1990. 
As  of  February  21,  1991,  the  Institute  has  received  six  applications 
in  response  to  the  RFA.    The  awards  for  these  new  Centers  will  be 
made  by  September  1991.    The  focus  for  these  Centers  will  be 
determined  by  the  applications  approved  for  funding  by  the  National 
Deafness  and  Other  Communication  Disorders  Advisory  Council.  Our 
goal  is  to  support  one  RTC  in  each  major  program  area  of  the 
Institute. 

INTRAMURAL  RESEARCH 

Question.     Your  intramural  research  program  represents  only  4.5 
percent  of  your  overall  budget,  well  below  the  average  for  NIH  as  a 
whole.    What  plans  do  you  have  for  your  laboratory  programs? 

Answer.     In  the  past  year,  we  have  added  additional  staff  to 
our  Intramural  Program.     We  have  ongoing  programs  in  speech,  voice, 
and  audiology,  as  well  as  basic  research  in  molecular  biology.  We 
have  selected  a  permanent  Scientific  Director,  and  will  bring  him  on 
board  in  FY  1991.    Once  this  has  occurred,  we  anticipate  a 
significant  expansion  of  both  our  clinical  and  basic  science 
research  activities  within  the  Division  of  Intramural  Research.  Our 
current  plans  call  for  the  establishment  of  four  clinical  branches 
and  five  basic  laboratories. 

Question.     Have  you  been  given  adequate  space? 

Answer.    NIH  has  allocated  additional  space  for  the  intramural 
research  program.     This  space  will  permit  the  Institute  to 
consolidate  its  current  activities  as  well  as  expand  its  program 
efforts  into  other  areas  of  communication  sciences  and  disorders. 
This  additional  space  should  be  adequate  for  our  current  needs. 

Question.  What  difficulties  have  you  experienced  in  recruiting 
scientists  for  areas  of  your  program  that  you  would  like  to  expand? 

Answer.    The  Institute  is  experiencing  the  same  problems  in 
recruiting  and  retaining  experienced  research  scientists  as  other 
institutes  at  NIH.    NIH's  inability  to  offer  competitive  salaries 
and  the  limited  portability  of  benefits  are  the  main  problems. 

TEACHING  DEAF  CHILDREN  LANGAUGE 

Question.    What  research  do  you  support  that  may  shed  light  on 
the  best  methods  of  educating  hearing-impaired  children  and  teaching 
them  language? 

Answer.    A  number  of  currently-supported  NIDCD  research 
projects  are  addressing  the  most  efficacious  methods  of  providing 
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language  input  to  hearing  impaired  children.     Some  studies  examine 
the  use  of  hearing  aids  vs.  cochlear  implants  vs.  tactile  devices 
and  document  gains  in  speech  and  language  skills  associated  with 
each  device.     Results  will  assist  professionals  in  determining  which 
device  is  most  appropriate  for  hearing  impaired  children  with 
particular  characteristics  (for  example,  degree  of  hearing  loss,  age 
at  loss  of  hearing,  family  characteristics,  etc.).     Other  research 
projects  examine  more  advanced  language  skills  and  reading  and 
writing  abilities  to  identify  factors  associated  with  successful  and 
unsuccessful  acquisition  of  those  abilities.     Such  information  will 
guide  educators  in  assisting  deaf  students  in  acquiring  higher 
levels  of  literacy  than  has  been  characteristic  of  this  population 
in  the  past. 

Question.     Are  any  of  the  long-standing  controversies  over  sign 
language,  cued  speech,  and  oral-only  approaches  being  clarified  by 
new  research  results? 

Answer.     Current  initiatives  are  soliciting  research  studies  to 
examine  language  acquisition  in  deaf  children  of  deaf  parents 
learning  a  signed  language,  as  well  as  in  deaf  children  of  hearing 
parents  learning  oral  communication.     These  investigations  are 
expected  to  speak  to  and  resolve  some  of  the  issues  associated  with 
the  long-standing  controversy  over  the  most  appropriate  means  of 
teaching  language  to  deaf  children. 


i  QUESTIONS  SUBMITTTED  BY  SENATOR  ARLEN  SPECTER 

MENTOR  PROGRAM 

Question.     Dr.  Snow,  I  understand  the  Institute  is  planning  to 
implement  a  "mentor"  training  program.     Would  you  please  describe 
for  the  Committee  the  program  and  its  purpose,  and  is  there  an 
adequate  pool  of  trained  researchers  in  the  area  of  deafness  and 
other  communication  disorders? 

Answer.     The  purpose  of  the  "Mentor"  program  is  to  increase  the 
pool  of  researchers  particularly  in  molecular  biology  and  molecular 
genetics  who  are  doing  research  in  communication  sciences.  The 
"mentor  award"  would  permit  research  project     investigators  to  apply 
for  a  supplement  that  would  enable  them  to  support  an  individual  at 
the  postdoctoral  level  who  is  interested  in  enhancing  his  or  her 
basic  research  skills.     The  support  would  be  for  no  less  than  two 
and  no  more  than  three  years.     We  believe  that  molecular  biology  and 
molecular  genetics  represent  the  most  promising  area  of  biomedical 
research  for  emphasis  and  that  by  developing  more  of  these 
investigators  in  the  communication  sciences,  we  will  hasten  the 
search  for  answers  in  this  field, 

WOMEN'S  HEALTH  ISSUES 

Question:     Dr.  Snow,  concerns  over  the  lack  of  attention  given 
to  women's  health  issues  at  the  National  Institutes  of  Health  have 
been  raised  both  in  the  press  and  in  the  Congress.     Has  your 
Institute  identified  any  areas  for  research  focus  that  have 
particular  relevance  to  women's  health? 
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Answer:     The  NIDCD  has  identified  five  areas  of  research  for 
study  that  are  particularly  relevant  to  women's  health: 

•  Meniere's  disease  is  a  very  difficult  disease  characterized  by 
periods  of  dizziness,  nausea,  vomiting  and  loss  of  hearing. 
Scientists  in  one  NIDCD  research  program  have  demonstrated  an 
inner  ear  response  to  a  particular  virus,  cytomegalovirus  (CMV). 
CMV  is  a  well-established  cause  of  disorders  of  the  auditory, 
visual  and  central  nervous  systems.     Some  surveys  have 
established  the  presence  of  the  virus  in  50  percent  of  upper 
middle  income  white  females  and  83  percent  of  lower  income 
minority  women.    "Quiescent"  CMV  may  play  a  role  in  the 
development  of  Meniere's  disease. 

•  Otosclerosis  is  the  most  common  cause  of  progressive  conductive 
hearing  loss  in  the  adult  with  a  normal  eardrum,  and  it  is  more 
common  in  women  than  men.    An  NIDCD-supported  physician-scientist 
has  found  that  a  class  of  drugs,  biphosphonates ,  acts  effectively 
to  inhibit  bone  remodeling.     If  shown  to  be  effective,  these 
drugs  could  be  used  to  prevent  the  onset  of  otosclerosis  in 
families  known  to  be  prone  to  the  disease  or  to  arrest  the 
progression  of  the  disease  in  persons  already  affected. 

•  A  predominant  problem  in  the  elderly  is  the  natural  decline  in 
smelling  ability  that  typically  occurs  after  age  60.  NIDCD 
grantees  developed  a  smell  identification  test  that  made  it 
possible  to  test  the  sense  of  smell  throughout  the  age  span. 
With  this  useful  clinical  tool,  when  patients  complain  of  a  loss 
of  the  sense  of  smell,  their  sense  of  smell  can  be  measured  and 
compared  to  what  is  normal  for  their  age  and  gender.  Throughout 
the  life  span,  women  have  been  known  to  have  a  more  acute  sense 
of  smell  than  men. 

•  Voice  tremor  affects  women  primarily  and  makes  speech  difficult 
to  understand.      For  example,  because  of  the  high  frequency 
response  of  the  telephone,  voice  tremor  renders  use  of  the 
telephone  a  difficult  task.    This  disorder  has  a  dramatic  effect 
in  limiting  one's  ability  to  communicate  in  professional  and 
personal  situations.     In  a  definitive  study,  scientists  in  the 
NIDCD' s  Voice  and  Speech  Section  have  developed  a  new  treatment, 
injecting  botulinum  toxin  into  throat  muscles  in  patients  with 
this  disorder.    These  injections  were  very  successful  in 
eliminating  tremor  entirely  in  some  and  almost  completely  in 
others.    Grantees  are  continuing  work  on  diagnostic  methods  with 
voice  tremor. 

•  While  the  ear  is  the  organ  of  hearing  and  receives  sounds  from 
the  environment,  the  ear  also  produces  sounds  itself,  called 
otoacoustic  emissions.    These  sounds  emanating  from  the  ear  may 
be  useful  in  identifying  the  type  of  hearing  loss.  They 
represent  one  of  the  specific  functions  of  the  sensory  cells  in 
the  inner  ear.     In  most  cases,  emissions  remain  extremely  stable 
over  time  but  females  evidence  measurable  changes  with  monthly 
hormonal  cycles.    These  findings  are  revealing  new  understanding 
of  the  biochemistry  of  the  inner  ear  and  its  interactions  with 
noise  exposure,  aging  and  drugs  such  as  aspirin. 


National  Institute  of  General  Medical  Sciences 
statement  of  dr.  ruth  kirschstein,  director 

budget  request 

Senator  Harkin.  Dr.  Kirsch stein,  good  afternoon,  you're  next. 

I  understand  that  you  have  been  very  busy  not  only  as  Director 
of  the  National  Institute  of  General  Medical  Sciences,  but  also  as 
Acting  Director  of  the  Office  of  Women's  Health. 

Dr.  KiRSCHSTElN.  That's  correct,  sir. 

Senator  Harkin.  You  are  requesting  $833  million  for  fiscal  year 
1992.  This  is  9.6  percent  more  than  1991. 

Would  you  please  start  off  with  a  brief  overview  of  the  programs 
included  in  your  budget  request?  Please  proceed. 

Dr.  KiRSCHSTEiN.  Thank  you.  Senator  Harkin.  I  am  honored  to 
present  the  achievements  of  the  National  Institute  of  General  Med- 
ical Sciences,  the  Institute  that  stimulates  scientific  progress 
through  the  support  of  the  most  fundamental  biomedical  research. 

I  am  also  pleased  to  tell  you  that,  as  has  been  the  case  in  almost 
every  year  in  which  I  have  testified,  an  NIGMS  grantee  once  again 
has  won  the  Nobel  Prize  this  year.  In  1990,  the  chemistry  prize 
went  to  Dr.  Elias  J.  Corey  of  Harvard  University  for  his  con- 
tributions to  the  field  of  synthetic  chemistry.  NIGMS  has  supported 
Dr.  Core/s  work  for  the  past  20  years,  and  he  is  still  at  the  pin- 
nacle of  nis  career. 

BASIC  RESEARCH 

But,  while  NIGMS  supports  basic  research,  we  also  support  some 
research  that  is  targeted  toward  specific  diseases.  We  have  been 
supporting  research  using  the  techniques  of  structural  biology  for 
the  design  of  drugs  to  combat  AIDS.  An  NIGMS-supported  scientist 
has  developed  a  computer  program  that  uses  the  three-dimensional 
shape  of  the  active  site  of  a  molecule  that  is  one  of  the  enzjmies 
that  is  essential  to  the  growth  of  the  AIDS  virus.  The  computer 
program  then  found  a  chemical  which  will  interfere  with  the 
growth  of  the  virus  by  locking  onto  the  enzyme.  Now,  he  has  to  go 
further  and  develop  a  better  molecule;  he  will  then  modify  the 
chemical  in  order  to  enhance  its  desirable  activity  and  decrease  its 
toxicity.  This  ability  to  plan  the  structure  of  a  arug  based  on  the 
complementary  structure  of  a  related  molecule  is  a  very  important 
phenomenon. 

Among  the  direct  beneficiaries  of  the  basic  biomedical  research 
that  NI&MS  supports  is  the  biotechnology  industry.  Research  by 
NIGMS  grantees  is  yielding  techniques  that  are  leading  to  ways  to 
inactivate  viruses  to  make  vaccines,  such  as  Dr.  Fauci  talked  about 
this  morning,  to  insert  modified  genes  into  cells,  the  gene  therapy 
that  you  heard  about  this  morning,  and  to  decipher  the  instructions 
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that  direct  a  protein  to  fold  into  the  three-dimensional  shapes  that 
we  have  been  talking  about  so  that  it  will  be  active. 

In  addition,  of  course,  to  this  commitment  to  basic  research,  the 
National  Institute  of  General  Medical  Sciences  supports  a  very 
large  share  of  the  biomedical  research  training  that  is  funded  by 
NIH.  This  training  prepares  scientists  to  pursue  research  careers 
in  a  wide  variety  of  areas.  Hopefully,  it  will  lead  to  further  Dr. 
Elias  J.  Coreys. 

In  response  to  concerns  about  the  need  to  train  more  scientists 
to  do  research  in  biotechnology,  as  you  know,  in  1989,  we  estab- 
lished a  special  biotechnology  research  training  program.  We  ex- 
panded the  program,  with  funds  provided  by  the  Senate,  by  about 
60  percent  in  fiscal  year  1991. 

"      PREPARED  STATEMENT 

The  Institute  also  sponsors  the  Minority  Access  to  Research  Ca- 
reers Program  and  the  Minority  Biomedical  Research  Support  Pro- 
gram, botn  of  which  aim  to  raise  the  number  of  under-represented 
minorities  in  science.  The  MARC  program  has  recently  extended  its 
Honors  Undergraduate  Research  Training  Program  to  support  stu- 
dents in  the  first  2  years  of  college,  and  plans  are  also  being  made 
to  broaden  the  eligibility  for  MARC  individual  predoctoral  fellow- 
ships to  minorities  who  are  students  at  any  of  the  colleges  and  uni- 
versities throughout  the  United  States. 

The  fiscal  year  1992  budget  request  for  the  Institute  is 
$833,180,000. 

I  would  be  very  pleased  to  answer  any  questions  you  might  have. 
[The  statement  follows:] 
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STATEMENT  OF  DR.  RUTH  KIRSCHSTEIN 

I  an  honored  once  again  to  appear  before  this  conunlttee  to  present  the 
exceptional  achievements  of  the  grantees  of  the  National  Institute  of  General 
Medical  Sciences  (NIGMS) ,  which  stimulates  scientific  progress  through  the 
support  of  basic  biomedical  research.    As  has  been  the  case  in  almost  every 
year  in  which  I  have  testified  before  you,  in  1990  an  NIGMS  grantee  has  again 
won  the  Nobel  Prize.     The  chemistry  prize  went  to  Dr.  Ellas  J.  Corey  of 
Harvard  University  for  his  many  contributions  to  the  field  of  synthetic  ^ 
chemistry.    According  to  the  Nobel  committee,  "it  is  probable  that  no  other 
chemist  has  developed  such  a  comprehensive  and  varied  assortment  of  methods 
which,  often  showing  the  simplicity  of  genius,  have  become  commonplace  in  the 
synthesizing  laboratory."  , 

NIGMS  has  supported  Dr.  Corey's  work  for  the  past  20  years,  and  he  is 
clearly  at  the  pinnacle  of  his  career.    But  there  are  other  scientists  whose 
research  Is  supported  by  NIGMS- -and  many  more  people  who  receive  training  for 
research  careers --who  represent  the  Ellas  J.  Coreys  of  the  future. 

One  of  these  is  Dr.  Elizabeth  Blackburn.     She  has  been  an  NIGMS  grantee 
since  starting  her  Independent  research  career  13  years  ago.     In  this  time, 
Dr.  Blackburn  has  made  major  advances  in  understanding  the  structure  and 
function  of  chromosomes,  the  cellular  components  that  carry  each  person's 
genetic  endowment.     Dr.  Blackburn,  who  is  a  professor  at  the  University  of 
California,  San  Francisco,  studies  the  ends  of  chromosomes,  called  telomeres. 
These  structures  protect  the  genetic  information  during  the  chromosome 
duplication  that  precedes  cell  division.     She  has  determined  how  the  telomeres 
function,  and  has  recently  found  evidence  that  these  structures  may  play  a 
role  in  the  development  of  cancer  and  in  aging. 

Dr.   Stuart  Schreiber  of  Harvard  University,  an  NIGMS  grantee  since  1982, 
has  made  several  important  findings  in  the  past  year  related  to  drugs  that  act 
on  the  immune  system.     To  study  drugs  that  suppress  the  immune  system,  thus 
helping  to  prevent  rejection  following  organ  transplantation,  he  devised  a 
synthetic  chemical  that  contains  the  common  structural  elements  of  two 
promising  new  drugs.     His  research  is  expected  to  lead  to  more  effective  and 
less  toxic  immunosuppressive  agents,  and  to  provide  new  insights  Into  the 
workings  of  the  immune  system. 
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Dr.  Schrelber  also  discovered  a  series  of  small  molecules  that  bind  to 
the  human  immunodeficiency  virus  (HIV),  which  causes  AIDS.     These  molecules 
prevent  HIV  from  infecting  T  cells,  without  disrupting  normal  cell  function. 
He  believes  that  these  molecules  are  promising  forerunners  of  an  effective 
inhibitor  of  AIDS  infection.    The  advances  In  structural  chemistry  represented 
by  this  work  should  be  applicable  to  fighting  other  diseases,  as  well. 

Another  "rising  star"  is  Dr.  James  Wilson  of  the  University  of  Michigan 
Medical  School.    He  led  one  of  two  teams  of  scientists  who,  in  test-tube 
systems,  inserted  normal  genes  into  cells  taken  from  patients  Vith  cystic 
fibrosis.    Dr.  Wilson  showed  that  these  inserted  genes  functioned  correctly. 
This  finding,  which  came  Just  one  year  after  the  cystic  fibrosis  gene  was 
discovered,  may  lead  to  treatment  for  this  common,  fatal  genetic  disease. 
Dr.  Wilson's  research  training,  leading  to  the  combined  M.D.-Ph.D.  degree,  was 
supported  by  the  NIGMS  Medical  Scientist  Training  Program.    This  initiative, 
which  currently  supports  766  students  in  29  different  programs,  has  been 
remarkably  successful  in  training  highly  creative,  dedicated,  and  productive 
physician-scientists  such  as  Dr.  Wilson,  who  made  this  important  finding  Just 
six  years  after  completing  his  research  training. 

At  a  point  even  earlier  in  her  career  is  Dr.  Lisa  Matsuda,  who  recently 
completed  a  postdoctoral  fellowship  in  the  intramural  NIGMS  Pharmacology 
Research  Associate  Program.     During  her  fellowship.  Dr.  Matsuda  conducted  much 
of  the  research  that  recently  culminated  in  the  identification  of  the  long- 
sought  receptor  for  marijuana  in  brain  cells.     This  achievement  opens  many 
exciting  avenues  for  further  research.     One  of  the  first  goals  is  to  find  out 
why  this  receptor  is  present  in  the  brain  and  what  it  normally  does  there. 
The  discovery  of  the  marijuana  receptor  also  offers  hope  of  designing  a  drug 
that  will  have  the  therapeutic  benefits  of  marijuana—which  is  useful  against 
epilepsy,  nausea,  asthma,  pain,  and  high  blood  pressure- -without  its 
psychoactive  effects. 

\.  :  ^   Vtft..  .         ^iJ  ,a 

Preparing  Scientists  for  Research  Careers 

In  addition  to  its  commitment  to  basic  research,  NIGMS  supports  a  large 
share  of  the  research  training  that  is  funded  by  the  National  Institutes  of 
Health  (NIH) .    This  training  recognizes  the  Interdisciplinary  nature  of 
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blonedical  research  today,  and  stresses  approaches  to  biological  problems  that 
cut  across  departmental  lines.     Such  experience  prepares  trainees  to  pursue 
research  careers  in  a  wide  variety  of  areas,  including  those  within  the 
missions  of  vlrtxially  all  the  other  NIH  institutes.     In  fact,  over  half  of  the 
trainees  supported  by  NIGMS  obtain  research  funding  from  other  parts  of  NIH. 

It  is  especially  critical  to  train  scientists  who  are  qualified  to  do 
research  in  biotechnology  if- -as  pointed  out  by  Congress  and  the  National 
Academy  of  Sciences- -  Che  United  States  is  to  maintain  Its  position  as  a  world 
leader  In  this  field.     In  response  to  this  concern,  In  1989,  NIGMS  established 
a  special  program  to  support  biotechnology  research  training.    The  Institute 
expanded  this  program  substantially  In  fiscal  year  1991,  Increasing  the  number 
of  Individuals  to  be  supported  by  about  60  percent.  ^ 

NIGMS  also  sponsors  two  programs  aimed  at  Increasing  the  number  of        >i  ,^ 
underrepresented  minorities  In  science.    These  programs  make  the  Institute  the 
primary  focal  point  at  NIH  for  minority  biomedical  research  and  research  ,^ 
training.     In  an  August  1990  article  in  Science  magazine,  the  Institute's 
Minority  Access  to  Research  Careers  (HARC)  and  Minority  Biomedical  Research 
Support  (MBRS)  Programs  were  called  "a  major  factor  in  stimulating  the 
research  Interest"  of  minority  students.    Among  these  students  are  Robert 
Turner,  a  MARC  honors  undergraduate  research  trainee  at  Lehman  College  of  the 
City  University  of  New  York,  and  Maria  Elena  Hernandez,  a  graduate  student  in 
chemistry  at  the  University  of  Texas  at  El  Paso  who  is  working  with  MBRS 
support.    Mr.  Turner  Is  studying  hemoglobin  structure,  and  plans  to 
concentrate  on  sickle  cell  research  in  graduate  school.    Ms.  Hernandez,  whose 
research  focuses  on  the  use  of  microscopic  bubbles  of  fat,  called  liposomes, 
to  deliver  drugs  to  cancer  cells,  was  selected  as  the  outstanding  graduate  , 
student  at  h«r  school  for  the  1988-89  academic  year. 

In  an  effort  to  extend  its  impact,  the  MARC  Program  recently  began 
accepting  supplemental  applications  from  schools  with  existing  honors 
undergraduate  research  training  programs.    These  supplements  will  enable  the 
schools  to  expand  their  programs,  which  are  now  limited  to  the  support  of 
college  Juniors  and  seniors,  to  also  support  promising  students  in  the  first 
two  years  of  college.    Other  plans  are  being  made  to  broaden  eligibility  for 
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MARC  individual  predoctoral  fellowships,  which  are  currently  available  only  to 
students  who  graduate  from  the  MARC  honors  undergraduate  program. 

Structural  Biology  and  AIDS 

While  most  NIGMS- supported  basic  research  is  not  targeted  to  any  specific 
disease,  the  Institute  does  have  a  program  in  which  the  techniques  of 
structural  biology  are  used  to  design  drugs  against  AIDS.     Structural  biology 
is  a  flourishing  field  in  '/hich  a  molecule's  physical  structure  is  related  to 
its  function.    An  NIGMS -supported  scientist  working  in  this  area,  Dr.  Irwin 
Kuntz,  Jr.,  of  the  University  of  California,  San  Francisco,  recently  developed 
a  computer  program  that  uses  the  three-dimensional  shape  of  a  molecule,  rather 
than  its  chemical  structure,  to  identify  compounds  that  might  bind  to  it. 
This  approach,  a  form  of  rational  drug  design,  enabled  Dr.  Kuntz  to  loc*.te  a 
compound  that  blocks  the  action  of  an  enzyme  essential  to  the  survival  of  the 
AIDS  virus,  HIV.    The  compound,  which  is  the  common  antipsychotic  drug 
haloperidol  (sold  under  the  trade  name  Haldol),  is  only  effective  against  HIV 
when  used  in  doses  that  greatly  exceed  its  lethal  limit.     For  this  reason, 
discovering  the  potential  therapeutic  advantages  of  haloperidol  can  only  be 
considered  a  starting  point.    Dr.  Kuntz  and  his  colleagues  are  now  making 
changes  in  the  drug's  structure  that,  hopefully,  will  preserve  the  desired 
antiviral  activity  while  lessening  its  toxicity. 

In  late  1990,  two  groups  of  NIGMS -supported  scientists  at  Harvard  and 
Columbia  Universities  made  another  important  advance  in  AIDS  research.  The 
investigators  determined  the  three-dimensional  structure  of  the  part  of  the 
receptor  protein  of  human  cells  through  which  HIV  enters  the  body.     This  work 
should  greatly  increase  our  understanding  of  how  the  virus  works,  as  well  aS' 
help  to  design  new  drugs  to  block  AIDS  infection. 

Basic  Research  Advances  Biotechnology 

Among  the  direct  beneficiaries  of  the  basic  biomedical  research  supported 
by  NIGMS  is  the  biotechnology  industry.     Such  research  has  yielded  genetic 
techniques  that  could  lead  to  new  ways  to  inactivate  viruses;  insert  modified 
genes  into  cells;  and  even  produce  tomatoes  that  ripen  slowly  and  can 
withstand  mechanical  handling,  while  still  retaining  their  flavor  and  color! 
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One  of  the  biggest  problems  facing  the  biotechnology  Industry  Is  that, 
although  scientists  know  the  order  of  the  subunits  that  make  up  a  given 
protein  of  potential  commercial  value,  such  as  a  new  drug  or  a  hormone,  they 
do  not  know  what  directs  the  protein  to  fold  Into  the  three-dimensional  shape 
that  Is  required  for  its  activity.    As  a  result,  It  Is  Impossible  to 
synthesize  some  proteins  and  difficult  to  modify  others,  to  Improve  their 
effectiveness,  stability,  or  yield.     Scientists  seeking  to  understand  protein 
toldlng  have  used  many  approaches.  Including  attempts  to  design  a  sjmthetlc 
protein  "from  scratch"  to  see  If  It  can  be  made  to  fold  as  predicted.  Now, 
after  many  years  of  effort,  a  team  led  by  NIGMS  grantees  Dr.  David  Richardson 
and  Jane  Richardson  of  Duke  University  has  succeeded  in  designing  just  such  a 
synthetic  protein.    This  accomplishment  may  lead  Industrial  scientists  to  new 
methods  to  synthesize  therapeutic  agents  on  a  commercial  scale. 

A  group  of  researchers,  working  with  NIGMS  support  at  the  Genex 
Corporation  in  Maryland,  recently  received  a  patent  for  a  new  class  of 
bioenglneered  proteins  that  they  call  single-chain  antigen-binding  proteins. 
They  hope  that  these  proteins  can  be  used  to  carry  either  radioactive  or  toxic 
substances  that  could  detect  or  kill  cancer  cells.     Some  of  these  proteins 
have  already  been  targeted,  and  successfully  attached,  to  cells  In  mouse 
tumors.     The  scientists  say  that  the  proteins  are  more  effective  than  other 
substances  that  seek  out  and  attach  to  tumor  cells,  because  they  can  penetrate 
a  tumor  more  deeply  and  are  cleared  from  the  body  more  rapidly. 

Conclusion 

In  closing,  I  would  like  to  quote  Dr.  Leon  Rosenberg,  dean  of  the  Yale 
University  School  of  Medicine,  who  said  in  an  interview  with  Time  magazine 
published  in  December  1990  that  "there  are  more  opportunities  than  ever  to 
ferret  out  the  secrets  of  human  biology  and  apply  those  secrets  to  the 
reduction  of  human  suffering. . . .Our  country  has  benefited  enormously  from  the 
support  of  much  unfocused  basic  research  because  in  totally  unexpected  ways  it 
has  provided  Insights  into  medical  problems  that  have  been  of  enormous 
significance."    Dr.  Rosenberg  further  said  that,  in  a  time  of  limited 
resources,  his  "first  priority  is  to  create  an  environment  in  which  talented 
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young  people  choose  careers  In  health- sciences  research,  because  without  them 
our  future  will  be  blighted." 

This  emphasis  on  basic  research  and  research  training  mirrors  that  of 
NIGMS.     It  is  through  the  continued  support  of  these  pursuits  that  our  country 
will  be  able  to  meet  some  of  the  challenges  of  the  next  decade... and  indeed, 
the  next  century. 

Mr.  Chairman,  the  FY  1992  budget  request  for  the  Institute's  research  and 
research  training  programs  is  $833,180,000.     I  would  be  pleased  to  answer  any 
questions  that  you  may  have. 
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Committee-  Memberships:     Invited  member  of  World  Health  Organization 
Expert  Group  on  International  Requirements  for  Biological  Substances; 
Geneva,  Switzerland,  1965  &  1971.     Chairperson,  NIH  Grants  Peer 
Review  Study  Team,  1975-76.     Chairperson,  PHS  Genetics  Coordinating 
Committee,  1976-79.     Member,  Fogarty  International  Center  Scholars- 
in-Residence  Advisory  Committee,  1977-82.     Chairperson,  PHS  Task 
Force  on  Women's  Health  Issues,  1983-84.    Chairperson,  PHS  Coor- 
dinating Committee  on  Women's  Health  Issues,  1984-90.     Member,  NIH 
Advisory  Committee  for  the  lOM  Study  of  the  Organizational  Structure 
of  the  NIH,  1983-84.     Member,  NIH  Peer  Review  Committee,  1987-88. 
Member,  HHS  Executive  Development  Board,  1985 -present .  Member, 
Federal  Task  Force  on  Women,  Minorities  and  the  Handicapped  in 
Science  and  Technology,  1987-90.     Member,  Interagency  Working  Group 
on  Minorities,  Women  and  the  Handicapped  in  Science,  1989-present. 
Member,  Office  of  Technology  Assessment  Advisory  Committee  on  Basic 
Research,  1989-present.     Co-chair,  Secretary's  Special  Emphasis 
Oversight  Committee  on  Science  and  Technology,  1989-present.  Co- 
chair,  PHS  Coordinating  Committee  on  Women's  Health  Issues,  1990- 
present. 
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Honors ■  Awards :     Elected  to  Institute  of  Medicine,  National  Academy 
of  Sciences,  1982.     Doctor  of  Science,  Honoris  Causa.  The  Mount  Sinai 
School  of  Medicine,   1984.     Honorary  Doctor  of  Laws,  Atlanta  Univer- 
sity,  1985.     PHS  Special  Recognition  Award- -group  award  to  PHS  Task 
Force  on  Women's  Health  Issues  (Chairperson),   1985.  Distinguished 
Executive  Service  Award  of  the  Senior  Executive  Association,   1985.  ' 
Presidential  Distinguished  Executive  Rank  Award,  1985.  Honorary 
Doctor  of  Science,  Medical  College  of  Ohio,   1986.     Office  of  Person- 
nel Management  Profiles  in  Excellence,   1989.     Dr.  Nathan  Davis  Award 
(American  Medical  Association),  1990. 

FINANCIAL  CONSIDERATIONS  FOR  ATTRACTING  YOUNG  SCIENTISTS 

Senator  Harkin.  Thank  you  very  much,  Dr.  Kirschstein.  I  am 
going  to  read  a  quote  from  your  prepared  statement  here  because 
it  leads  right  into  a  question  I  have  been  wanting  to  ask  you  and 
also  Dr.  Raub. 

Dr.  Leon  Rosenberg,  dean  of  the  Yale  University  School  of  Medi- 
cine, said  that: 

In  a  time  of  limited  resources,  his  first  priority  is  to  create  an  environment  in 
which  talented  young  people  choose  careers  in  health-sciences  research,  because 
without  them  our  future  will  be  bli^ted. 

Well,  that  leads  me  to  ask  about  these  young  people  that  we  are 
trying  to  get  involved  in  pursuing  careers  in  research.  I  vmderstand 
you  have  basically  the  Hon's  share  of  the  money  that  goes  out  for 
stipends  and  pay  and  things  like  that.  Right? 

Dr.  Kirschstein.  That's  correct. 

Senator  Harion.  And  I  don't  know  that  I  understand  how  all  this 
works.  I  am  learning  it  all  the  time. 

Let's  say  that  you  have  a  young  person  who  just  graduated  from 
medical  school  and  has  been  through  their  residency  training.  I 
think  now  the  average  age  is  probably  what?  They  would  be  about 
32,  33  years  old,  somewhere  in  there? 

Dr.  Kirschstein.  That's  correct. 

Senator  Harkin.  If  I  remember  reading  it  correctly,  the  average 
debt  now  of  a  student  getting  out  of  medical  school  is  $40,000  or 
so? 

Dr.  Kirschstein.  I  think  it  is  pushing  toward  about  $100,000, 
sir. 

Senator  Harkin.  Average?  I  know  private  was  higher  than  pub- 
lic. 

Dr.  Kirschstein.  Well,  it  depends  on  whether  the  student  at- 
tended a  private  or  public  medical  school.  You  are  quite  correct.  It 
would  be  somewhere  between  those  two  figures  depending  on 
whether  it  was  a  private  or  public  medical  school.  Do  you  agree. 
Dr.  Raub? 

Dr.  Raub.  Yes. 

Senator  Harkin.  We  will  find  out.  Let's  say  it's  $60,000. 

And  about  that  time  they  are  probably  recently  married,  perhaps 
starting  a  family.  Let's  say  that  they  are  at  the  top  of  their  class. 
They  are  very  bright,  and  they  want  to  pursue  research  at  NIH  in 
Dr.  Goldstein's  department. 
.    Dr.  Kirschstein.  Fine. 

Senator  Harkin.  And  he  wants  this  youne  person.  What  will 
they  start  out  at  here?  What  would  you  start  tnem  at?  What  would 
be  their  salary? 
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Dr.  KmscHSTEiN.  Well,  I  think  Dr.  Goldstein  can  answer  that 
question  better  than  I  can,  because  I  do  not  have  an  intramural 
program  to  support  such  individuals.  But,  depending  on  how  many 
years  the  person  is  out  of  a  residency,  the  salary  at  NIH  would 
probably  be  somewhere  around  $29,000  or  $30,000. 

Senator  Harkin.  They  are  just  out,  Fm  saying  they  are  just  out 
of  school. 

Dr.  KmscHSTEiN.  It's  about  $28,000  or  $29,000. 

Senator  Harkin.  And  you  want  to  get  them  yoimg  and  you  want 
to  get  them  in  a  career  of  research. 

Dr.  KlRSCHSTEDsr.  It's  approximately  $28,000  or  $29,000. 
y  Senator  Harkin.  That  is  here  at  NIH. 

Dr.  KiRSCHSTEiN.  Yes. 

Senator  Harkin.  Can  you  tell  me  how  you  can  live  on  $28,000 
or  $29,000  a  year  with  a  family  and  pay  off  debts  from  medical 
school?  You  get  my  point. 

Dr.  KmsCHSTElN.  I  get  your  point,  and  it  is  a  very  serious  one. 
And  I  think  we  all  have  to  address  it  because  we  need  to  have  this 
pool  of  talent  that  you  mentioned.  It  is  absolutely  essential. 

Senator  Harkin.  I  agree.  I  think  it  may  be  the  most  serious  prob- 
lem that  faces  us  right  now  because  we  can  talk  about  all  these 
wonderful  research  things  we  are  doing,  but  if  we  do  not  get  these 
young  people  and  get  them  into  research,  you  are  right.  We  have 
an  old  expression  out  in  Iowa.  You  eat  vour  seed  com.  You  do  not 
want  to  do  that.  And  you  can  put  everything  you  want  into  growing 
the  crops  and  everything,  but  if  you  don't  have  the  seed  com  for 
next  year,  you're  out. 

MEDICAL  SCIENTIST  TRAINING  PROGRAM 

Dr.  KiRSCHSTElN.  We  do  have  one  program  that  I  think  can  help 
this  situation  along.  It  is  the  program  sponsored  by  the  National! 
Institute  of  General  Medical  Sciences  to  train  a  young  medical  stu- 
dent, while  he  is  in  medical  school  for  a  career  as  a  research  sci- 
entist. This  is  the  Medical  Scientist  Training  Program  [MSTP],  the 
combined  M.D./Ph.D.  program.  We  are  very  pleased — I  have  men- 
tioned this  to  you  before — to  have  such  a  program  at  the  University 
of  Iowa  Medical  School.  These  young  people  get  their  tuition  and 
a  stipend  while  they  are  going  through  what  is  approximately  a  6 
to  7  year  course  of  study.  They  graduate  with  a  dual  degree,  and 
have  leamed  the  disciplines  of  research.  Graduates  of  these  pro- 
grams are  among  the  most  successful  individuals  who  apply  for  re- 
search grants. 

PAYBACK  REQUIREMENTS 

Senator  Harkin.  What  is  their  responsibility?  What  do  they  have 
to  pay  back  for  all  of  this? 

Dr.  KmscHSTEiN.  The  payback  is  that  which  the  National  Re- 
search Service  Act  requires.  For  every  year  after  the  first  year  of 
training,  they  have  to  pay  back  1  year  either  doing  research  or 
teaching.  These  MSTP  graduates  are  on  the  road  to  research  ca- 
reers, and  we  have  not  had  any  difficulty  in  them  fulfilling  this 
payback  obligation. 

Senator  Harkin.  This  is  the  National  Research  Service  Act.  ^ 


1021 

Dr.  KiRSCHSTEiN.  The  National  Research  Service  Act  is  the  au- 
thorizing legislation  under  which  the  research  training  activities  of 
i  NIH  at  the  universities  and  medical  schools  for  Ph.D.  students, 
!  M.DTPh.D.  students,  and  post-doctorals  is  undertaken. 
I  Senator  Harkin.  And  under  that  you  have  this  scholarship  pro- 
I  gram  or  stipend  program. 

Dr.  KlRSCHSTEm.  Yes,  sir;  through  my  Institute.  That's  correct. 

HISTORY  AND  DESCRIPTION  OF  MEDICAL  SCIENTIST  TRAINING 

PROGRAM 

Senator  Harkin.  And  how  long  has  that  been  in  existence? 
Dr.  KiRSCHSTElN.  It  has  been  in  existence  since  1975. 
Senator  Harkin.  Is  it  increasing,  decreasing,  staying  the  same? 
How  much  money?  This  costs  money.  Right? 
j      Dr.  KmscHSTEiN.  Yes;  the  program's  size  has  actually  been  in- 
creasing. I  am  really  very  pleased  to  tell  you  that  we  have  been 
able  to  gradually  increase  the  support  so  that  now  we  support  788 
j    such  students  in  29  medical  schools  throughout  the  country.  The 
^   program  started  27  years  ago  with  three  schools.  We  giadually  in- 
creased to  about  25  medical  schools  and  then  over  the  last  few 
.   years  we  have  been  able  to  add  four  more  schools. 
I      Senator  Harkin.  That's  788  students.  Now,  at  what  point  do  you 
;   get  these  students?  They  are  through  with  their  undergraduate 
;  programs? 

Ij  Dr.  KiRSCHSTEiN.  Yes;  they  start  as  freshmen  or  first  year  medi- 
|l   cal  students. 

Senator  Harkin.  Or  Ph.D.,  you  say. 

Dr.  KmscHSTEiN.  They  receive  a  combined  M.D./Ph.D.  degree.  By 
the  time  they  graduate,  they  have  been  trained  in  the  disciplines 
of  biomedical  research,  which  is  what  the  Ph.D.  deCTee  imparts,  as 
I    well  as  in  the  disciplines  and  the  activities  required  to  be  a  physi- 
'    cian.  So,  they  are  beautifully  prepared  to  do  biomedical  research, 
primarily  clinical  research. 

E  INCREASE  IN  RESEARCH  TRAINEE  STIPENDS 

I      Senator  Harkin.  I  am  going  to  have  to  take  another  really  close 
j    look  at  it.  Mr.  Hall  just  informed  me  that  we  put  $15  million  addi- 
tional in  there  for  each  of  the  institutes  for  increasing  the  stipends. 
Dr.  KIRSCHSTEIN.  Yes. 

Senator  Harkin.  But  when  you  spread  that  all  out  over  however 
J    many  you  have,  it  probably  doesn't  add  up  to  very  much. 

Dr.  KiRSCHSTEiN.  These  funds  are  being  used  to  increase  the  sti- 
pends by  3.5  percent  in  1991.  Another  stipend  increase,  4  percent 
above  the  1991  level,  is  proposed  for  fiscal  year  1992. 

j  SALARY  AND  STIPEND  PROFILES  FOR  RESEARCH  CAREERS 

i      Senator  Harkin.  Dr.  Raub,  I  probably  should  ask  Mr.  Hall  this. 
Do  we  have  here  a  good  outline  of  the  salary  structure  at  NIH  from 
director  on  down  and  what  the  career  path  might  look  like  for 
someone  who  wanted  to  be  involved  in  research  as  a  career? 
Dr.  Raub.  We  could  certainly  lay  that  out  for  you,  I  don't  believe 

I    that  information  is  contained  in  the  budget  materials;  but  we  can 
provide  the  salary  structure  from  entry  level  scientists  earning 
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around  $28,000  to  $30,000  through  senior  positions  in  the  lab- 
oratories, clinics,  or  senior  administrative  positions. 

Senator  Harkin.  I  would  also  like  to  know  about,  if  I  am  using 
the  word  properly,  trainee  grants  that  go  out  to  universities. 

Dr.  Raub.  Yes. 

[The  information  follows:] 

NIH  SALARY  STRUCTURE 


Director,  Nationai  institutes  of  l^alth: 

Executive  Level  IV   $108,300 

Commissioned  Corps   M  00,000=1 20,000 

Senior  biomedical  research  service   61 ,643-1 38,900 

Senior  executive  service  (M.D.'s):  Includes  physicians  comparability  allowance   107,000-128,300 

Senior  executive  service  (Ph.D.'s)   87,000-108,300 

Tenured  scientist  (M.D.):  Includes  physicians  comparability  allowance   53,216-104,248 

Tenured  scientist  (Ph.D.)   44,348-80.138 

Nontenured  clinical  physician:  GeneraRy  serve  up  to  3  years   38,50(M2,500 

Nontenured  research  physician:  Appointment  up  to  7  years  before  considered  for  tenure   28,000-56,970 

Nontenyred  research  scientist  (Ph.D.):  Appointment  up  to  7  years  before  considered  for  tenure   24,000-48,782 

^  Aduai  pay  In  Commisdoned  Corps  depends  on  years  of  aedttable  servioe  and  medical  specialty. 

NATIONAL  INSTITUTES  OF  HEALTH  STIPEND  STRUCTURES 


Yeare  of  experience 


Stipend  Isvel 


1985-88 


198»-90 


1991 


1992 


Predocloral   $6,552  $8,500  $8,800  $9,150 

Postdoctoral: 

0    15.996  17.000  18.600  20.200 

1   17,004  18.000  19.700  21.400 

,       2   21.996  25.000  25.600  26.200 

•    .    3    23.004  26250  26.900  27.550 

-    4   24.000  27.500  28,200  28,900 

5    26.004  28.750  29,500  30,250 

6    27.996  30.000  30.800  31.600 

7    30.000  31.500  32,300  33,100 


INCENTIVES  TO  PURSUE  RESEARCH  CAREERS 

Senator  Harkin.  I  would  like  to  see  what  that  looks  like  for  the 
last  few  years  also. 

Well,  some  of  these  people— you  have  just  mentioned  a  couple — 
have  been  18  years;  Dr.  Corey,  20  years. 

Dr.  KiRSCHSTElN.  Yes;  we  have  about  seven  grantees  of  NIGMS 
who  have  been  supported  in  excess  of  30  years  tor  the  superb  work 
they  are  doing. 

Senator  Harkin.  I  would  like  to  see  what  goes  on  year  after  year. 
How  are  these  people  paid,  and  what  kind  of  pay  do  they  receive? 
What  kind  of  incentives  are  there  for  them  to  continue  on  to  do 
that?  Young  people  entering  these  professions  and  entering  a  ca- 
reer in  research  nave  to  think  about  their  future  too. 

I  would  like  to  be  involved  with  you.  Dr.  Raub,  and  whoever  your 
successor  is  as  head  of  NIH,  to  really  look  at  this  and  see  if  we 
can't  address  this  problem  over  the  next  couple  of  years  by  really 
setting  up  a  new  system  or  better  system  of  both  stipends  in-house 
and  the  trainees  grant  program  that  would  put  it  on  a  better  scale, 
on  a  more  accelerated  scale  perhaps. 
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OTHER  FACTORS  INFLUENCING  RESEARCH  CAREER  DECISIONS 

Dr.  Raub.  May  I  add  two  footnotes  to  Dr.  Kirschstein's  comments 
without  belaboring  the  points? 

Each  year's  budget  development  is  a  delicate  balance  between  op- 
portunities now  and  long-term  investments.  While  a  critical  part  of 
that  issue  of  attracting  and  keeping  people  in  science  is  the  train- 
ing grant  programs,  as  we  have  talked  about,  an  equally  critical 
part,  if  not  more  so  in  the  short  nm,  is  the  perception  of  whether 
one  could  ever  get  a  grant  if  one  were  a  scientist. 

Many  young  people  are  guided  when  deciding  to  stay  in  science 
or  not  by  the  anxiety  levels  of  their  mentors  concerning  the  ability 
to  continue  getting  the  kind  of  support  that  Dr.  Kirschstein's  exam- 
ples highli^t.  We  do  not  believe  there  is  any  magic  answer  to  this, 
but  a  major  part  of  the  budget  strategy  is  to  make  an  impact  now 
as  well  as  a  ftiture  investment. 

The  other  footnote  has  to  do  with  the  intramural  program.  In  one 
area,  we  are  authorized  by  law  to  participate  in  a  trial  loan  repay- 
ment system.  The  HOPE  legislation,  as  it  is  called,  is  related  to 
AIDS  research  and  gave  us  a  program-specific  authority  for  loan 
repayment  for  physicians  who  are  working  for  us  in  an  AIDS  re- 
search setting.  We  initiated  loan  repayment  for  about  20  of  those 
AIDS  researchers  in  the  first  year.  We  expect  that  number  to  dou- 
ble this  year.  Depending  on  the  size  of  their  debt  and  the  length 
of  their  commitment  to  us,  we  are  able  to  help  them,  by  direct  pay- 
ment, to  retire  some  of  that  debt.  This  is  envisioned  as  a  trial  to 
determine  whether  this  kind  of  additional  incentive  will  have  a  ma- 
terial difference  on  both  recruitment  and  retention.  We  are  devel- 
oping that  data  and  we  will  be  analyzing  it  very  carefiilly  for  its 
implications. 

Senator  Harkin.  It  is  pretty  ingenious.  I  like  that  idea.  That's 
good.  You  are  doing  that  right  now. 

Dr.  Raub.  Yes;  in  one  area,  in  intramural  research  related  to 
AIDS. 

Senator  Harkin.  I  understand. 

FIRST  AWARDS  FOR  NEW  INVESTIGATORS 

Dr.  KiRSCHSTElN.  If  I  may,  in  addition.  Senator  Harkin,  many  of 
the  institutes  do  make  every  attempt  to  give  new,  yoimg  investiga- 
tors an  opportimity  to  start  their  first  research  grant,  using  a  par- 
ticular mechanism  called  the  FIRST  grant.  In  addition,  we  have 
new  investigators  who  apply  for  the  regular  research  grant  for 
their  first  award.  And  we  look  at  those  applications  very  carefully 
and  particularly  try  to  help  such  young  people  to  get  started. 

QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

Senator  Harkin.  Well,  I  look  forward  to  working  with  you  both 
and  other  directors  on  this  problem.  And  we  have  other  questions. 
Fll  submit  them  to  you  in  writing.  Dr.  Kirschstein. 

[The  following  questions  were  not  asked  at  the  hearing,  but  were 
submitted  to  the  Department  for  response  subsequent  to  the  hear- 
ing:] 
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QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

IMPORTANCE  OF  BASIC  RESEARCH 

Question.     Doctor,  we  hear  a  lot  about  the  relevance  of  basic 
research  to  disease  treatment  and  prevention  and  how,  eventually, 
these  fundamental  scientific  advances  evolve  into  critical  "spin 
offs"  for  other  institutes  at  NIH. 

Could  you  give  the  Committee  a  few  recent  examples  of  basic 
research  initiated  by  your  institute  which  was  later  "spun  off"  to 
other  institutes? 

Answer.     NIGMS  is  pleased  that  so  much  of  the  basic  research 
supported  by  the  Institute  is  paying  off  through  advances  in  the  more 
targeted  studies  being  funded  by  other  components  of  the  National 
Institutes  of  Health  and  that  this  progress  is  often  occurring  far 
more  rapidly  than  in  the  past.     Among  recent  examples  of  this  pheno- 
menon are  the  following: 

'     Scientists  trying  to  develop  improved  vaccines  against  influenza 
are  using  a  method,  called  "antisense  RNA  technology,"  which  was 
discovered  about  five  years  ago  by  NIGMS  grantees.     This  "anti- 
sense  EINA"  approach  involves  synthesizing  a  strand  of  RNA  which 
is  complementary  to  and  will  lock  onto  the  RNA  of  the  flu  virus, 
thus  blocking  the  ability  of  the  virus  to  proliferate.  This 
type  of  vaccine  would  represent  a  vast  improvement  over  past  in- 
fluenza vaccines  since  it  would  strike  at  the  heart  of  the 
virus,  rather  than  the  changeable  outer  coating,  thus  minimizing 
the  need  for  yearly  variants  of  the  influenza  vaccine.  Anti- 
sense  technology  is  also  being  applied  to  a  host  of  other  bio- 
medical problems,  as  well  as  to  some  agricultural  ones. 

"     Cancer  researchers  are  taking  advantage  of  a  new  class  of  bio- 
engineered  proteins  called  single-chain  antigen-binding  pro- 
teins, which  were  developed  by  an  NIGMS -supported  grantee. 
These  proteins  will  be  attached  to  radioactive  or  toxic  sub- 
stances and  targeted  to  detect  or  kill  cancer  cells.     These  bio- 
engir.eered  proteins  hold  great  promise  for  cancer  therapy  since 
they  can  penetrate  tumors  to  a  greater  degree  than  regular  anti- 
bodies and  can  be  cleared  more  quickly  from  the  body  than  most 
conventional  chemotherapeutic  agents. 

"     Mapping  the  approximately  100,000  genes  in  the  human  genome  is  a 
pain-staking  and  daunting  process.     Scientists  trying  to  pin- 
point the  chromosomal  location  of  disease -causing  genes  are, 
therefore,  pleased  to  now  have  at  their  command  a  new  technique 
to  quickly  identify  where  a  probe  for  a  specific  gene  is  lo- 
cated.    The  technique,  developed  several  years  ago  by  an  NIGMS 
grantee,  applies  a  fluorescent  tag  to  the  probe,  which  immedi- 
ately glows  and  affords  more  precise  resolution  of  the  probe' s 
chromosomal  location.     Heretofore,  radioactive  tags  had  been 
used,  a  procedure  that  took  far  longer  and  was  less  precise. 

Promising  preliminary  results  have  emerged  from  studies  re- 
garding the  potential  of  a  compound  called  2-CdA  in  the  treat- 
ment of  a  white  blood  cell  malignancy  called  hairy  cell  leuke- 
mia.    This  compound  was  discovered  several  years  ago  by  an  NIGMS 
grantee  who  was  trying  to  uncover  the  molecular  basis  of  another 
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serious  disorder.     He  found  that  treatment  with  2-CdA  resulted 
in  complete  remission  in  virtually  all  patients  with  hairy  cell 
leukemia.     The  compound  has  also  proven  beneficial  in  treating  a 
number  of  other  malignancies  of  the  lymphatic  system. 

"     Scientists  studying  nutrition  and  metabolism,  particularly  in 
patients  with  diabetes,  are  building  on  the  work  of  an  NIGMS 
grantee  who  conducted  a  series  of  experiments  on  how  the  uptake 
of  nutrients  by  the  intestine  adapts  to  dietary  changes  and  to 
other  certain  normal  and  disease  states.     His  findings  indicate 
that  the  uptake  of  essential  amino  acids,  the  building  blocks  of 
proteins,  is  higher  on  both  low-  and  high-protein  diets,  while 
the  uptake  of  sugar  increases  as  dietary  carbohydrate  and  pro-, 
tein  levels  increase. 

Question.  I  understand  that  approximately  70  percent  of  your 
basic  research  is  characterized  as  molecular  biology  research.  Why 
is  such  a  high  proportion  of  your  work  in  this  field? 

Answer.     In  the  past  forty  years,  essentially  since  the  seminal 
discovery  of  the  structure  of  DNA,   the  field  of  biology  has  been  re- 
volutionized.    It  has  become  clear  that  understanding  both  health  and 
disease  depends  on  discovering  the  fundamental  molecular  basis  of 
normal  development  and  function  as  well  as  aberrations  from  the  norm. 
For  example,  discoveries  concerning  the  structure  -  function  relation- 
ships of  proteins  and  other  macromolecules  such  as  nucleic  acids  are 
of  fundamental  importance  for  understanding  all  of  the  interactions 
within  biological  systems,  from  the  determination  of  the  body's  abil- 
ity to  resist  infection,   to  an  understanding  of  the  way  a  fertilized 
egg  develops  into  an  adult  human.     Since  the  National  Institute  of 
General  Medical  Sciences  was  given  the  mission  of  supporting  research 
in  the  "general  or  basic  medical  sciences,"  it  has  always  emphasized 
studies  at  the  most  fundamental  levels -- those  of  the  cell,   the  sub- 
cellular organelles,   the  molecule,  and  the  gene.     The  tools  of  molec- 
ular biology- -recombinant  DNA  technology,  site-directed  mutagenesis. 
X-ray  crystallography,  computer-aided  analysis,  and  many  more- -have 
so  pervaded  all  scientific  disciplines  that  most  of  the  NIGMS  grant 
portfolio  could  be  appropriately  classified  as  molecular  biology 
research. 

MINORITY  PROGRAMS 

Question.     The  Committee  has  been  very  concerned  about  the  lack 
of  minority  representation  in  the  sciences  and  the  series  of  reports 
that  forecast  a  future  shortage  of  minority  biomedical  science  pro- 
fessionals . 

Now  that  NIGMS  is  the  lead  Institute  at  NIH  for  minority 
science  initiatives,  please  tell  the  Committee  how  your  programs  will 
help  address  this  shortage. 

Answer.     As  you  point  out,  NIGMS  is  now  the  home  for  both  the 
Minority  Access  to  Research  Careers  (MARC)  Program  and  the  Minority 
Biomedical  Research  Support  (MBRS)  Program,   the  two  programs  at  NIH 
in  the  forefront  of  its  efforts  to  increase  the  number  of  minority 
biomedical  scientists.     The  MBRS  Program  takes  an  institutional  ap- 
proach to  reaching  this  goal,  awarding  grants  to  colleges  and  univer- 
sities with  a  significant  minority  enrollment  so  that  the  scientific 
milieu  can  be  strengthened  and  the  faculty  can  mount  research  pro- 
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jects  on  which  students  can  be  employed.    Through  this  student  par- 
ticipation, along  with  accompanying  enrichment  activities,  the  MBRS 
Program  Intrigues  minority  students  into  considering  careers  in  the 
biomedical  sciences  and  prepares  them  for  the  rigors  of  graduate 
school  and  research  endeavors.    A  significant  number  of  the  students 
who  have  participated  in  the  MBRS  Program  have  gone  on  to  graduate 
school  to  pursue  advanced  degrees  in  the  sciences. 

The  MARC  Program  offers  a  number  of  research  training  opportu- 
nities to  students  and  faculty  at  institutions  with  significant  en- 
rollment of  minorities.    Most  noteworthy  among  the  efforts  of  the 
program  are  the  Honors  Undergraduate  Research  Training  component  and 
the  predoctoral  fellowship  awards.     These  support  the  most  promising 
undergraduate  and  graduate  students  as  they  pursue  degrees  that  will 
prepare  them  for  careers  in  biomedical  research.     The  research  expe- 
riences required  of  these  trainees  and  fellows  provide  the  kind  of 
stimulating  and  rigorous  Introduction  to  research  that  typically  gen- 
erates a  commitment  to  continue  toward  a  career  and  solid  under- 
pinning toward  achieving  that  end.    As  with  the  MBRS  Program  partic- 
ipants, a  significant  portion  of  the  students  participating  in  the 
Honors  Undergraduate  Research  Training  component  have  gone  on  to 
pursue  graduate  degrees.     During  FY  1991  two  new  initiatives  were 
announced.     One  extends  eligibility  to  participate  in  the  Honors 
Undergraduate  component  to  freshmen  and  sophomores.     The  other  opens 
eligibility  for  predoctoral  fellowships  to  minority  graduates  of  any 
college  and  university,  not  just  those  with  MARC  Honors  Undergraduate 
programs.     These  initiatives,  and  others  being  planned,  should 
strengthen  the  efforts  of  NIGMS' s  efforts  to  address  the  projected 
shortages  of  scientific  manpower  by  increasing  the  participation  of 
underrepresented  minorities. 

RESEARCH  TRAINING- -GENERAL 

Question.     I  understand  the  12,318  training  slots  NIH  proposes 
to  fund  in  1992  are  about  at  the  level  recommended  by  the  Institute 
of  Medicine,  but  the  distribution  is  about  800  slots  under  the  level 
recommended  for  predoctoral  and  800  over  the  postdoctoral  recommen- 
dations . 

Is  this  accurate? 

Answer.     The  1989  National  Academy  of  Sciences  report, 
Biomedical  and  Behavioral  Research  Scientists:  Their  Training  and 
Supply  makes  global  recommendations  to  meet  manpower  needs  in  various 
training  areas  rather  than  providing  specific  training  recommenda- 
tions for  the  NIH  per  se.     However,  it  does  serve  as  a  guide  for  the 
entire  NIH  in  the  prioritization  of  its  research  training  needs,  in- 
cluding the  "ideal"  allocation  of  training  positions  between 
predoctoral  and  postdoctoral  trainees/fellows,  as  well  ^s  the  rela- 
tive weight  that  should  be  assigned  to  the  specific  training  areas, 
i.e.,  biomedical  versus  behavioral  versus  clinical.     Under  the 
FY  1992  budget  proposal,  NIH  would  support  an  estimated  12,318  pre- 
doctoral and  postdoctoral  trainees  and  fellows,  a  number  "In  the 
ballpark"  of  the  Academy's  recommendations. 

The  NIGMS  predoctoral  research  training  programs  serve  the 
special  need  of  developing  highly  skilled  basic  biomedical  research 
scientists  whose  broad  interdisciplinary  training  give  them  the  back- 
ground to  do  future  research  in  the  most  up-to-date  areas  of  bio- 
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medical  science.     More  than  half  of  those  who  have  received  NIGMS 
research  training  support  are  now  grantees  of  the  other  NIH  insti- 
tutes.    It  is  these  young  people  who  are  the  "seed  corn"  for  the 
continued  and  future  prominence  of  the  United  States  in  biomedical 
research. 

Question.     Why  don' t  you  reallocate  the  predoctoral  and  post- 
doctoral slots? 

Answer,     The  NIH  FY  1992  budget  request  reflects  an  increase  of 
340  in  the  number  of  biomedical  predoctoral  trainees/fellows.  In 
order  to  achieve  this  increase,  the  estimated  number  of  postdoctoral 
trainees/fellows  to  be  supported  will  decrease. 

The  NIGHS  training  program  has  traditionally  emphasized  the 
support  of  predoctoral  candidates,  which  is  in  keeping  with  their 
philosophy  and  mission  of  providing  the  undergirding  in  research  and 
research  training  for  the  NIH  biomedical  research  enterprise. 

RESEARCH  TRAINING- -BIOTECHNOLOGY 

Question.     Doctor  Kirschstein,  your  Institute  is  also  very  in- 
volved with  providing  training  opportunities  in  biotechnology.  In 
1989  NIH  prepared  a  report  on  the  training  needs  in  the  field  of  bio- 
technology and,  based  on  your  1992  request,  we  are  943  training  slots 
below  your  5 -year  plan. 

Do  you  feel  the  estimates  you  made  in  1989  are  still  accurate? 

Answer.     The  NIGMS  biotechnology  training  program  was  initiated 
in  1989  in  response  to  both  the  urging  of  the  Senate  Appropriations 
Committee  and  the     recommendations  made  by  a  panel  of  experts  con- 
vened by  NIH  in  1988.     The  panel  recommendation  that  the  new  program 
expand  to  up  to  1,500  trainees/year  by  1993  was  an  accurate  reflec- 
tion of  the  demands  for  trainees  that  existed,  and  could  be  predicted 
in  this  specialized  research  field.     However,   the  availability  of 
funding  for  research  training,   the  training  needs  that  exist  in  other 
research  areas,  and  the  pace  at  which  universities  are  able  to  mount 
new  biotechnology  training  initiatives  dictate  that  the  rate  of  in- 
crease in  this  program  be  less  than  originally  envisioned. 

GENETIC  RESEARCH 

Question.     How  does  your  Institute's  work  in  the  fundamental 
problems  of  genetics  and  the  transfer  of  genetic  information  relate 
to  the  research  being  conducted  by  the  Human  Genome  Research  Project? 

Answer.     NIGMS  supports  untargeted,  investigator- initiated 
research  in  genetics.     The  results  of  this  research  in  the  past  20 
years,  and  especially  in  the  1980s,  provided  the  foundation  for  the 
current  efforts,  supported  by  the  National  Center  for  Human  Genome 
Research  (NCHGR) ,  to  map  and  sequence  the  human  genome  and  the 
genomes  of  model  organisms.     For  example,  NIGMS -supported  scientists 
developed  the  basic  procedures  for  both  physical  and  genetic  mapping 
of  chromosomes.     The  Genetics  Program  of  NIGMS  continues  to  support 
research  on  model  systems  that  is  designed  to  lead  to  a  better  under- 
standing, and  eventually  prevention  and  treatment,  of  human  genetic 
diseases .     In  the  process ,  this  research  generates  information  that 
is  essential  to  the  performance  of  the  more  focused  goals  of  the 
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NCHGR.     In  the  past  year,  for  example,  NIGMS  supported  several  re- 
search projects  whose  results  will  have  an  impact  on  the  interpre- 
tation of  mapping  and  sequencing  information.     In  fact  these  findings 
are  the  latest  in  a  series  that  contradict  the  "central  dogma"  that 
all  genetic  information  resides  in  the  nucleotide  base  sequence  of 
DNA.     In  one  case,  an  NIGMS  grantee  showed  that  the  formation  of 
telomeres -- the  ends  of  chromosomes- -occurs  in  a  different  way  from 
the  rest  of  the  DNA.     In  another  case,  NIGMS  grantees  are  unraveling 
a  newly  discovered  process  called  RNA  editing,   in  which  nucleotide 
bases  are  added  to  or  deleted  from  the  RNA  transcript  to  make  it  a 
functional  template  for  protein  synthesis.     These  new  findings 
indicate  that  the  processing  of  genetic  information  is  more  complex 
than  previously  thought,  and  will  need  to  be  taken  into  consideration 
as  the  genome  project  progresses.     NIGMS  grantees  are  also  developing 
tools,  often  as  byproducts  of  their  research  on  fundamental  genetic 
problems,  that  are  likely  to  aid  in  the  genome  project.     For  example, 
an  NIGMS  grantee  showed  that  ribozymes  can  be  designed  to  cleave 
specific  DNA  sequences  (in  addition  to  RNA  sequences).     Such  ribo- 
zymes could  be  useful  in  chromosome  mapping. 

NIGMS  also  supports  two  resources,  GenBank,  the  nucleic  acid 
sequence  database,  and  the  Human  Genetic  Mutant  Cell  Repository,  that 
are  playing  essential  roles  in  the  genome  project.     As  an  indication 
of  the  importance  of  these  resources  to  the  genome  project,  the 
Repository  recently  made  available  to  the  scientific  community  a 
panel  of  highly  characterized  somatic  cell  hybrid  cell  lines  for  use 
by  laboratories  conducting  mapping  studies. 

Conversely,  NIGMS  expects  that  as  chromosomes  are  mapped  and 
their  sequences  determined,  new  questions  will  be  raised,  opening  up 
new  opportunities  for  basic  genetic  research  that  will  fall  within 
the  mission  of  NIGMS. 

Question.     How  has  your  genetics  program  been  affected  by  the 
creation  of  the  Human  Genome  Center? 

Answer.     As  you  know,  until  the  creation  of  the  National  Center 
for  Human  Genome  Research,   the  Genetics  Program  was  responsible  for 
the  administration  of  grants  related  to  the  genome  project.     In  fis- 
cal year  1990,  those  projects  that  were  directly  targeted  to  the  ac- 
quisition of  mapping  and  sequence  data  and  the  development  and  imple- 
mentation of  technologies  for  genome  analysis  were  transferred  to  the 
Center,     This  has  enabled  the  Genetics  Program  to  concentrate  its 
efforts  in  the  areas  of  its  traditional  strengths- -investigations  de- 
signed to  better  understand  basic  genetic  processes  in  model  systems 
whose  results  can  be  applied  to  a  better  understanding  of  genetic 
diseases.     The  Genetics  Program  continues  to  interact  closely  with 
the  NCHGR  to  coordinate  research  and  training  activities  and  to  as- 
sure that  knowledge  stemming  from  both  components  will  be  fully 
exploited. 


QUESTIONS  SUBMITTTED  BY  SENATOR  DALE  BUMPERS 

RESEARCH  TRAINING  OF  MINORITIES 

Question.     The  National  Institute  of  General  Medical  Sciences 
seems  to  play  a  lead  role  in  the  National  Institutes  of  Health  in 
supporting  programs  aimed  at  increasing  the  number  of  minorities 
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engaged  in  biomedical  research.     What  efforts  are  you  making  that 
hold  the  most  promise  for  achieving  this  goal? 

Answer.     In  addition  to  the  traditional  biomedical  research 
training  program  of  the  National  Institute  of  General  Medical 
Sciences  (NIGMS) ,  which  strongly  encourages  the  support  of  minority 
students,   the  Institute  sponsors  several  specialized  research  train- 
ing and  research  grant  programs  specifically  designed  to  increase  the 
number  of  minorities  engaged  in  biomedical  research. 

'     Established  by  the  NIGMS  in  1972,  the  Minority  Access  to 

Research  Careers  (MARC)  Program  provides  special  research  train- 
ing opportunities  and  incentives  in  the  biomedical  sciences  in 
order  to  attract  and  retain  minority  students  with  the  potential 
for  research  careers.     The  backbone  of  the  MARC  Program  is  the 
Honors  Undergraduate  Research  Training  (HURT)  Program,  which  em- 
phasizes the  value  and  importance  of  a  biomedical  research 
career  and  provides  support  at  the  undergraduate  level.     It  is 
rewarding  to  note  that  at  a  time  when  the  percentage  of  students 
(minority  and  nonminority)  earning  biological  science  degrees 
has  decreased  nationwide,   the  number  of  students  earning  science 
degrees  at  MARC  supported  institutions  has  increased.     An  esti- 
mated 589  students  will  receive  support  in  FY  1992. 

In  addition  to  the  HURT  Program,   the  MARC  Program  also  awards 
individual  Predoctoral  Fellowships  Awards  to  outstanding  grad- 
uates who  choose  to  pursue  a  doctoral  degree  in  the  biological 
sciences;     Faculty  Fellowships,  to  provide  opportunities  for 
advanced  research  training  to  faculty  drawn  from  institutions 
with  primarily  minority  enrollment;  and  Visiting  Scientist 
Awards  to  entice  scientist- teachers  to  serve  in  the  capacity  of 
visiting  scientists  at  institutions  with  substantial  minority 
enrollments.     The  primary  intent  of  the  latter  two  awards  is  to 
strengthen  research  and  teaching  programs  in  the  biomedical 
sciences  for  the  benefit  of  the  students  and  faculty  at  these 
institutions.     An  estimated  193  awards  will  be  made  in  these 
three  areas  in  FY  1992,  with  the  majority  of  support  going  to 
individual  predoctoral  fellows. 

In  1989,  the  Minority  Biomedical  Research  Support  (MBRS)  Program 

was  transferred  to  the  NIGMS  from  the  National  Center  for 
Research  Resources,  NIH.     The  goals  of  the  MBRS  Program,  estab- 
lished in  1972,  are  to  increase  the  number  and  quality  of  minor- 
ity health  scientists,  and  to  strengthen  the  capability  of  eli- 
gible minority  institutions  research  in  the  biomedical  sciences. 
Two  major  grant  mechanisms  are  used  to  respond  to  the  diverse 
needs  of  applicant  institutions.     The  MBRS  Traditional  Program, 
supports  faculty  research  projects  and/or  student  participation 
in  biomedical  research,  while  the  MBRS  Program  for  Undergraduate 
Colleges,  established  in  1985,  supports  enrichment  activities, 
as  well  as  pilot  studies  or  regular  research  projects.     An  esti- 
mated 98  institutions  will  receive  MBRS  support  in  FY  1992. 

0  The  NIGMS  also  participates  in  the  NIH-wide  Minority  Supplements 
Program,  in  which  principal  investigators  holding  NIGMS  research 
grants  may  request  supplemental  funds  to  support  minority  scien- 
tists and  students.  The  aim  of  these  supplements  is  to  attract 
and  encourage  minority  individuals  to  pursue  biomedical  research 
careers.     A  wide  range  of  minority  supplements  are  available. 
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each  geared  to  the  point  in  career  progress  of  the  recipient. 
The  variety  includes  High  School  Sununer  Student  Research  Appren- 
ticeships; Supplements  for  Undergraduate  Students;  Supplements 
for  Graduate  Research  Assistants;  and,  Supplements  for  Investi- 
gators .     NIGMS  awarded  a  total  of  80  minority  supplements  in 
FY  1990. 

.  Question.     Are  you  undertaking  any  new  initiatives? 

Answer.     NIGMS  is  undertaking  several  new  initiatives  to  in- 
crease the  number  of  minorities  in  biomedical  research. 

In  response  to  Congressional  interest,  in  FY  1991  the  MARC 
Honors  Undergraduate  Program  will  be  expanded,  on  a  pilot  basis, 
to  extend  support  to  promising  freshmen  and  sophomore  students; 
(until  this  time,  support  has  been  available  only  to  juniors  and 
seniors).     By  identifying  students  earlier,  and  getting  them 
"hooked  on  science,"  it  is  hoped  that  the  number  of  eligible 
students  entering  the  biomedical  research  pipeline  will  be 
increased. 

•    "    MARC  predoctoral  fellowships  have  historically  been  awarded  only 
to  graduates  of  the  MARC  Honors  Undergraduate  Program.  In 
FY  1991,  in  recognition  of  the  fact  that  many,  if  not  most 
minority  students  attend  universities  whose  enrollment  is  heter- 
ogeneous, the  NIGMS  will  expand  eligibility  to  include  qualified 
applicants  from  non-MARC  institutions.     Again,  it  is  hoped  that 
extending  the  eligibility  of  fellowships  to  all  minority  stu- 
dents will  increase  the  applicant  pool  entering  the  research 
pipeline. 

SUPPORT  OF  NEW  SCIENTISTS 

Question.  Getting  new  scientists  started  in  their  careers  is 
particularly  important  to  maintairting  the  vitality  of  the  country' s 
research  enterprise.  What  programs  does  NIGMS  support  to  encourage 
new  scientists  early  in  their  biomedical  research  careers? 

Answer.     Recruiting  talented  young  men  and  women  into  biomed- 
ical research  careers ,  and  providing  support  for  them  during  the 
requisite  years  of  specialized  training  has  always  been  a  vital  part 
of  the  Institute's  mission.  In  all  of  its  research  training  programs, 
the  Institute  stresses  the  importance  of  laying  the  basic  foundation 
both  for  disease -oriented  research  and  for  further  fundamental 
studies.     The  Institute  has  a  number  of  training  programs  to  meet  the 
variety  of  training  needs  that  exist. 

"     Through  the  traditional  institutional  and  individual  National 
Research  Service  Award  (NRSA)  the  Institute  provides  for  the 
broad,  multidisciplinary  training  that  the  Institute  believes  is 
necessary  in  preparing  trainees  to  pursue  research  careers  in  a 
wide  variety  of  areas,  many  of  which  reflect  the  scientific 
goals  of  other  NIH  components. 

•     The  Medical -Scientist  Training  Program  (MSTP)  addresses  the  spe- 
cialized need  for  scientists  who  can  bridge  the  gap  between 
basic  and  clinical  research.     This  program,  which  supports  re- 
search training  leading  to  the  combined  M.D.-Ph.D.,  has  been 
remarkably  successful  in  training  creative  and  productive 
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physician-scientists.       The  1992  budget  will  support  an  estima- 
ted 788  trainees. 

"     The  Biotechnology  Training  Program  is  another  specialized  train- 
ing area  developed  by  the  NIGMS  in  response  to  Congressional 
concern  that  the  United  States  must  produce  greater  number  of 
scientists  with  expertise  in  biotechnology  if  it  is  to  maintain 
its  position  as  a  world  leader  in  this  field.     An  estimated  307 
trainees  and  fellows  will  be  supported  in  FY  1992. 

"     Recognizing  the  need  for  an  increase  in  the  number  of  minority 
researchers,  the  Institute  initiated  the  Minority  Access  to 
Research  Careers  (MARC)  Program,  which  has  been  described  above, 
in  detail. 

Agreeing  that  the  early  support  of  young  scientists  is  critical 
to  their  continued  involvement  in  and  commitment  to  research  as  a 
career,  the  NIGMS  offers  First  Independent  Research  Support  and 
Transition  (FIRST)  Awards  to  provide  a  sufficient  period  of  research 
support  for  newly  independent  biomedical  investigators  to  initiate 
their  own  research.     The  grants  are  intended  to  underwrite  the  first 
independent  investigative  efforts  of  an  individual;  to  provide  a 
reasonable  opportunity  for  an  investigator  to  demonstrate  creativity, 
productivity,  and  further  promise;  and  to  help  in  the  transition  to 
traditional  types  of  NIH  research  project  grants. 

NIGMS  also  gives  special  consideration  for  funding  to  first- 
time  applicants  whenever  the  appropriate  combination  of  circumstances 
permits. 

BASIC  RESEARCH  PAYOFFS 

Question.     What  are  the  payoffs,  such  as  in  research  on  cancer 
or  heart  disease,  of  the  basic  research  which  the  National  Institute 
of  General  Medical  Sciences  supports?    How  long  does  it  usually  take 
to  achieve  that  "payoff"  in  more  disease- targeted  research  or 
practice? 

Answer.     There  are  well-known  examples  of  the  payoffs  of  the 
basic  research  funded  by  NIGMS,  such  as  the  Nobel  Prize  winning  work 
of  Drs .  Michael  Brown  and  Joseph  Goldstein  which  began  as  basic 
studies  of  cellular  steroid  receptors,  moved  to  more  focused  work  on 
a  specific  steroid  cholesterol,  and  culminated  in  research  into  the 
mechanisms  that  control  cholesterol  metabolism.     The  findings  from 
that  work  have  obviously  been  important  in  understanding  athero- 
sclerosis and  in  developing  improved  treatment  regimens.  However, 
there  are  innumerable,  perhaps  less  spectacular  examples  from  many 
areas  supported  by  the  Institute  that  illustrate  the  importance  of 
basic  research  to  the  progress  of  research  on  many  diseases.     Some  of 
these  are  summarized  below: 

"     Dr.  James  Boyd  of  the  University  of  California,  Davis,  has  been 
investigating  how  DNA  is  repaired  in  Drosophila  flies.     In  the 
process,  he  has  identified  a  Drosophila  model  for  the  human  dis- 
order known  as  Fanconi  Anemia,  a  genetic  defect  that  affects  all 
types  of  blood  cells  and  is  associated  with  malformations  of  the 
heart,  kidney,  and  limbs  and  a  predisposition  to  leukemia  and 
other  cancers.     He  discovered  that  a  particular  mitochondrial 
enzyme,  nuclease,  which  is  altered  in  a  mutant  strain  of  Droso- 
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phila,   is  also  defective  in  all  patients  of  one  subtype  of 
Fanconi  Anemia.     Dr.  Boyd's  discovery  provides  a  potentially 
valuable  tool  for  identifying  and  isolating  the  defective  gene 
in  humans  and  for  developing  appropriate  nianunalian  model  systems 
to  investigate  possible  treatment  for  Fanconi  Anemia  patients. 

~  *     Several  years  ago,  Dr.  Charles  L^ird  of  the  University  of 

Washington  in  Seattle  developed  a  hypothesis  about  the  genetic 
basis  of  the  most  common  inherited  form  of  mental  retardation, 
known  as  the  fragile -X  chromosome  syndrome.     Dr.  Laird's  work  in 
Drosophila  led  him  to  conclude  that  the  syndrome  was  caused  by 
the  abnormal  activation  of  a  gene  or  genes.     Now  scientists  here 
and  abroad  have  found  evidence  in  humans  substantiating 
Dr.  Laird's  theory.     This  should  permit  the  development  of  diag- 
nostic tools  and,  perhaps,  even  treatments  for  this  disorder. 

°     Recently,  Dr.  Stuart  Schreiber  of  Harvard  University,  a  grantee 
whose  research  focused  on  synthesizing  molecules  of  immunologi- 
cal importance,  found  during  the  course  of  his  work  a  series  of 
small  molecules  that  bind  to  the  AIDS  virus  at  the  site  where 
the  virus  would  normally  bind  to  and  infect  the  T  cells  of  the 
immune  system.     Now  Dr.  Schreiber  and  others  are  building  on 
this  work  in  order  to  determine  whether  these  or  similar  mole- 
3        cules  could  be  used  to  disrupt  the  infective  stages  of  the  AIDS 
virus . 

"     For  many  years,  Dr.  Glenn  Dryhurst  of  the  University  of  Oklahoma 
has  been  examining  the  chemistry  of  a  basic  chemical  grouping, 
called  the  indole  moiety,  found  in  certain  proteins,  including 
the  neurotransmitter  serotonin.     Recently,  he  observed  unusual 
oxidized  forms  of  the  indole  moiety  of  serotonin  in  the  spinal 
fluid  of  people  with  Alzheimer's  disease,  but  not  in  that  of 
matched  controls.     This  finding  has  led  Dr.  Dryhurst  to  postu- 
1       late  that  this  unusual  indole  chemistry  could  be  toxic  and  might 
f       help  account  for  the  degeneration  of  brain  tissue  seen  in 
•i        Alzheimer's  disease.     Dr.  Dryhurst  and  others  are  currently 

investigating  this  possi-bility ,  hoping  to  further  our  under- 
standing of  this  devastating  disease. 

Just  as  there  is  no  way  of  predicting  which  fundamental  studies 
will  uncover  findings  critical  to  progress  on  particular  diseases,  it 
is  equally  difficult  to  estimate  how  long  the  process  of  turning  a 
basic  finding  into  a  clinical  application  will  take.     However,  there 
is  no  doubt  that  the  availability  of  the  tools  of  molecular  biology 
has,  in  many  instances,  accelerated  this  process.     There  are 
instances  of  this  taking  only  a  few  years,  while  In  other  cases, 
where  the  problem  is  less  tractable,  it  might  take  far  longer. 


National  Eye  Institute 
statement  of  dr.  carl  kupfer,  director 

budget  request 

Senator  Harkin.  Dr.  Kupfer,  your  fiscal  year  1992  budget  re- 
quest is  $272.2  million,  7.5  percent  more  tham  1991. 

The  Eye  Institute's  new  vision  plan,  which  encompasses  your  re- 
search agenda  for  the  next  5  years,  is  a  subject  we  hope  to  hear 
i  more  about  today.  Dr.  Kupfer,  please  proceed. 
Dr.  Kupfer.  Thank  you,  Mr.  Chairman. 

I  would  like  to  briefly  summarize  my  opening  statement.  There 
||  is  increasing  blinding  eye  disease  especially  in  older  Americans.  In 
\  1995,  it  is  estimated  that  there  will  be  about  34  million  Americans 
I  over  the  age  of  65.  Almost  2  million  of  them  will  have  visual  dis- 
abihty  fi*om  a  condition  called  age-related  maculopathy,  which  is 
the  leading  cause  of  new  adult  blindness  in  the  United  States.  That 
means  about  1  out  of  17  older  Americans  will  have  a  visual  prob- 
lem fi'om  this  condition.  As  an  ophthalmologist,  it  is  very  distress- 
ing to  me  that  at  the  present  time  we  really  do  not  have  any  way 
of  treating  the  vast  majority  of  them  successfully.  There  is  a  small 
||j  subgroup  that  we  can  help,  but  for  all  practical  purposes,  this  is 
' '  a  very  serious  problem  indeed. 

Toward  this  end,  we  have  begun  a  study  on  age-related  eye  dis- 
ji:  ease  in  which  we  want  to  collect  basic  information  on  who  is  at  risk 
P  to  develop  this  condition,  and  at  a  later  date,  perhaps  in  a  year  or 
so,  to  begin  to  look  at  some  treatments  that  might  be  of  benefit. 
This  is  one  of  the  overwhelming  concerns  that  we  have  at  this 
(j  present  time. 

I  PROGRESS  AND  OPPORTUNITIES 

'I 

On  a  more  optimistic  note,  we  have  made  progress  against  near- 
sightedness, myopia.  This  is  a  condition  which  aSects  some  60  mil- 
lion Americans.  Basically,  it  results  when  the  eye  is  too  large  to 
allow  the  images  to  be  focused  sharply  on  the  retina.  We  now  have 
very  important  evidence  from  animal  models  that  there  are 
I  neurotransmitters  in  the  retina  which  apparently  play  a  very  im- 
I  portant  role  in  the  growth  of  the  eye.  In  the  next  few  years,  we  are 
going  to  be  able  to  see  this  basic  laboratory  information  turned  into 
a  treatment  to  slow  down  the  progression  of  nearsightedness,  or 
myopia. 

Two  clinical  trials  have  reached  a  very  satisfactory  conclusion  in 
i  the  past  year.  We  now  know  that  there  is  a  way  to  determine  the 
amoimt  of  surgery  that  should  be  done  in  a  child  whose  eyes  turn 
in.  A  very  simple  test  can  be  done  before  the  surgery  to  determine 
exactly  how  much  surgery  should  be  done.  In  doing  this  test,  we 
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have  improved  the  success  rate  of  surgery  to  straighten  eyes  so 
that  the  need  for  a  second  operation  is  markedly  reduced. 

The  second  clinical  trial  has  been  the  question:  How  safe  and  ef- 
fective is  laser  treatment  of  glaucoma.  This  treatment  has  often 
been  reserved  later  on  in  the  uierapy  of  glaucoma  because  one  was 
not  sure  whether  it  was  both  safe  and  enective.  We  have  just  con- 
cluded 2  years  of  a  5-year  study,  and  early  indications  are  that 
laser  treatment  is  both  safe  and  effective  in  lowering  the  pressure 
in  the  eyes.  This  study  will,  of  course,  continue. 

We  are  carrying  out  a  clinical  trial  on  the  treatment  of  involve- 
ment of  the  retina,  the  seeing  part  of  the  eye,  in  patients  with 
AIDS.  Some  25  percent  of  all  AIDS  patients  will  eventually  develop 
a  viral  infection  of  the  retina  which  can  lead  to  blindness.  We  are 
now  comparing  two  different  drug  therapies  for  slowing  down  the 
loss  of  vision  in  such  patients,  if  not  preventing  it. 

VISUAL  BRAIN  SYSTEM 

Finally,  I  would  like  to  end  with  some  considerations  about  some- 
thing you  heard  several  people  talk  about,  and  that  is  the  Decade 
of  the  Brain.  We  are  particularly  focusing  our  attention  on  the  vis- 
ual system,  which  provides  almost  40  percent  of  all  the  input  to  the 
brain,  in  three  areas. 

The  first  is  that  we  want  to  develop  techniques  to  prevent  degen- 
erative changes  in  the  brain.  We  now  have  some  basic  information 
on  how  to  prevent  degeneration  in  the  retina  which  is  part  of  the 
brain.  This  is  accomplished  with  the  use  of  what  is  called  a  basic 
fibroblast  growth  factor.  This  is  a  major  stride  forward  in  which 
the  possibility  of  preventing  degeneration  can  be  approached. 

The  second  interest  we  have  is  whether  brain  tissue  can  be 
transplanted.  Our  scientists  have  shown  for  the  first  time  that  ret- 
inal tissue  can  be  transplanted  and  take  and  set  up  connections. 

Finally,  we  want  to  find  ways  to  maintain  the  regenerative  ca- 
pacity of  tissue  in  the  brain  in  the  visual  system.  We  know  that 
in  the  very  young,  this  regenerative  capacity  is  present,  but  as  the 
individual  matures,  it  is  lost.  We  are  trying  to  find  ways  to  main- 
tain this  regenerative  capacity.  We  have  now  found  that  there  is 
a  group  of  proteins  called  growth  associated  proteins  which,  if  we 
can  keep  them  active,  will  allow  brain  tissue  to  regenerate. 

pe«:pared  statement 

So,  we  are  very  much  involved  in  brain  research,  utilizing  the 
visual  system  to  make  a  major  impact  on  preventing  degeneration, 
maintaining  the  possibility  of  transplantation,  and  keeping  regen- 
erative capacity  at  a  maximum. 

As  you  mentioned,  the  budget  request  for  fiscal  year  1992  is 
$272,260,000. 

I  would  be  happy  to  answer  any  questions. 

[The  statement  follows:] 
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STATEMENT  OF  DR.  CARL  KUPFER 
Mr.  Chairman,  it  is  always  a  pleasure  to  testify  before  this  Conmittee 
and  share  some  of  the  many  research  advances  that  each  year  help  us  better 
understand  the  marvelous  complexity  of  the  human  eye.    Many  have  led  to  great 
improvements  in  our  ability  to  prevent,  diagnose,  and  treat  blinding  eye  and 
visual  disorders.     This  year,  however,   I  would  like  to  begin  my  comments  by 
bringing  to  your  attention  a  disturbing  new  finding.     Based  on  projections 
from  a  recent  NEI- supported  survey,  as  many  as  one  million  Americans  may  now 
be  blind. 

While  there  are  many  causes  for  blindness,  one  of  the  most  significant  Is 
aging.     Because  older  Americans  now  represent  a  rapidly  growing  segment  of  our 
society,  age-related  eye  diseases- -such  as  cataracts,  glaucoma,  diabetic 
retinopathy,  and  macular  degeneration- -have  correspondingly  increased  in 
importance  as  causes  of  blindness.     In  fact,  it  may  be  that  blinding  age- 
related  eye  diseases  are  more  prevalent  today  simply  because  more  Americans 
now  live  long  enough  to  develop  them. 

Without  increased  understanding  of  the  aging  eye,  I  believe  further 
increases  in  blindness  will  occur.     To  help  bring  about  this  understanding, 
the  Institute  now  supports  a  number  of  relevant  basic  and  clinical 
investigations.     For  example,  we  have  recently  begun  the  Age -Related  Eye 
Diseases  Study  (AREDS) ,  a  multi-center  research  project  that  will  follow  the 
development  and  progression  of  cataracts  and  age-related  macular  degeneration 
in  a  group  of  older  Americans,     Since  the  AREDS  is  the  first  large-scale 
attempt  to  track  the  natural  history  of  these  diseases,  the  NEI  hopes  that  the 
study  will  help  provide  the  scientific  basis  for  future  prevention  strategies. 

Although  age-related  eye  diseases  represent  one  of  the  NEI's  most 
important  areas  of  current  and  future  investigation,  the  Institute  also  faces 
several  other  significant  research  challenges.     I  have  mentioned  in  previous 
years  that  nearly  40  percent  of  all  sensory  input  into  the  brain  originates 
from  the  eye.     If  scientists  can  begin  to  understand  better  the  remarkable 
complexities  of  the  visual  system,  this  knowledge  can  be  applied  to  help 
unlock  age-old  mysteries  of  not  only  human  behavior,  learning  and  memory,  but 
also  neurological  disease.     For  this  reason,  NEI  programs  are  an  integral  part 
of  the  "Decade  of  the  Brain"  initiative. 
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For  example,  it  Is  well  established  that  brain  tissue  loses  its  ability 
to  divide  and  grow  inunediately  after  birth.     Because  researchers  have  been 
unable  to  learn  the  biological  secret  that  would  allow  them  to  regenerate 
brain  cells,  serious  neurological  injury  can  have  devastating  consequences  on 
basic  human  skills,  such  as  vision,  speech,  memory,  and  movement.  Recently, 
however,  NEI-supported  vision  researchers  isolated  two  growth  factors  within 
the  retina,  which  is  considered  to  be  a  part  of  the  brain.     One  of  these 
natural  compounds,  basic  fibroblast  growth  factor  (bFGF) ,  actually  prevented 
animal  retinal  cells  from  degenerating  in  preliminary  studies,  and  thus 
prevented  severe  visual  loss  and  blindness.     It  is  reasonable  to  assvune  that 
the  continued  study  of  retinal  growth  factors  could  provide  the  underpinning 
for  similar  work  on  other  brain  cells. 

Studies  aimed  at  transplanting  retinal  cells  also  show  considerable 
promise  for  brain  research.     Although  the  successful  transplantation  of  brain 
cells  would  provide  enormous  therapeutic  benefits  to  people  affected  by  brain 
disorders  or  trauma,  scientists  have  been  unable  to  accomplish  this  in 
laboratory  animals.     However,  an  NEI-supported  team  of  vision  researchers 
report  the  successful  transplantation  of  retinal  cells  in  animals.     Again,  it 
is  possible  that  the  future  refinement  of  such  work  in  retinal  cells  may 
provide  many  of  the  keys  that  will  one  day  allow  us  to  apply  this  to  the 
brain.         ^ f-.-^^  " 

On  another  research  front,   I  am  pleased  to  report  that  vision  researchers 
have  begun  to  identify  the  mechanisms  underlying  corneal  scarring.     When  the 
cornea- -the  eye's  transparent,  outermost  tissue- -is  severely  damaged,  it 
becomes  irreversibly  clouded,  resulting  in  varying  degrees  of  vision  loss. 
Because  corneal  diseases  account  for  nearly  25,000  new  cases  of  blindness  in 
this  country  each  year,  a  greater  understanding  of  this  problem  is  essential 
to  vision  research. 

NEI-supported  scientists  have  recently  identified  and  cloned  the  genes 
that  cause  corneal  scarring.     With  this  finding,  scientists  can  now  work  to 
develop  drugs  that  block  the  activation  of  these  genes,  reduce  corneal 
clouding,  and  thus  minimize  vision  loss  due  to  corneal  injury.  Moreover, 
since  the  cornea  has  historically  played  a  central  role  in  the  study  of 
general  wound  healing,  scientists  may  also  be  able  to  study  these  genes  to 
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learn  more  about  how  various  parts  of  the  body  respond  to  Injury,  and  thereby 
develop  better  ways  of  improving  wound  healing. 

Since  the  genesis  of  vision  research,  scientists  have  wondered  why  the 
eyeball  sometimes  grows  excessively  long  during  childhood,  causing  the  common 
problem  of  myopia,  or  nearsightedness.     I  am  happy  to  report  this  year  that  we 
may  at  last  have  a  compelling  new  clue  about  what  causes  this  condition  that 
affects  roughly  one-third  of  the  population.     NEI-supported  investigators  have 
recently  produced  exciting  new  evidence  suggesting  that  local  retinal 
neurotransmitters- -molecules  that  allow  communication  between  cells- -may 
actually  play  a  role  in  the  development  of  nearsightedness.     The  researchers 
have  identified  the  neurotransmitter  dopamine  as  a  possible  factor  in  the 
control  of  the  developing  eye.     Indeed,  dopamine -enhancing  drugs  were  shown  in 
animal  studies  to  partially  protect  the  eye  from  myopic  elongation.  Although 
this  work  is  still  in  its  early  stages,  these  findings  offer  science  an 
intriguing  new  direction  to  follow  in  attempting  to  answer  the  age-old 
question  about  the  cause  of  myopia. 

The  National  Eye  Institute  also  continues  to  support  clinical  research  on 
new  methods  for  the  diagnosis  and  treatment  of  eye  diseases.     I  would  like  to 
tell  you  about  some  of  the  more  important  of  these  clinical  trial  results  that 
were  reported  during  the  last  year. 

The  first  involves  the  ongoing  Prism  Adaptation  Study  (PAS).     About  4 
percent  of  all  Americans  have  some  form  of  cross-eye,  the  inability  to  direct 
both  eyes  to  the  same  object.     For  most  individuals,  surgery  is  the  most 
effective  way  to  correct  this  disabling  problem.    Unfortunately,  surgery  is 
not  uniformly  effective,  since  nearly  half  the  patients  who  undergo  surgery 
need  more  than  one  operation  to  correctly  realign  their  eyes. 

But,  in  its  preliminary  findings,  the  PAS  reported  that  patients  who  wear 
eyeglasses  with  special  prisms  for  one  month  prior  to  their  operation  are  more 
likely  to  undergo  successful  surgery.     If  future  study  results  bolster  the 
early  finding,  this  marvelously  simple  strategy  will  yield  considerable 
savings  in  expense,  trauma,  and  surgical  risk  for  Americans  with  cross-eye. 

The  NEI-supported  Glaucoma  Laser  Trial  (GLT)  also  reported  a  very  hopeful 
early  finding  this  past  year.     Traditionally,  drugs  have  been  used  to  treat 
glaucoma,  a  sight- threatening  increase  in  pressure  inside  the  eye.  However, 
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the  GLT  found  after  two  years  of  study  that  argon  laser  therapy  appears  to  be 
a  safe  and  effective  alternative  to  eye  drops  for  newly  diagnosed  open-angle 
glaucoma  patients.     Although  these  early  findings  are  promising,  GLT 
clinicians  will  follow  patients  for  an  additional  three  years  to  better 
determine  the  treatment's  long- term  safety  and  efficacy.     This  extended 
follow-up  period  is  necessary  because  glaucoma  is  a  chronic  disease  with  a 
variable  rate  of  progression. 

As  NEI  support  of  the  GLT  suggests,  glaucoma  continues  to  be  an  important 
area  of  NEI  research  interest.     Two  NEI -funded  epidemiology  studies,  the 
Barbados  Eye  Study  and  the  Baltimore  Eye  Survey  are  providing  reliable  new 
data  on  the  prevalence  of  this  potentially  blinding  disease.     For  example, 
Baltimore  Eye  Survey  findings  show  that  primary  open-angle  glaucoma  is  six- 
times  more  prevalent  in  Blacks  over  age  40  than  in  Whites.     Because  glaucoma 
is  an  age-related  eye  disease,  these  findings  emphasize  how  important  it  is 
that  middle-aged  Black  people  need  to  have  a  comprehensive,  dilated  eye 
examination  for  glaucoma  to  reduce  their  risk  of  visual  loss  from  this 
disease . 

One  means  that  the  NEI  will  utilize  to  encourage  this  practice  is  the 
National  Eye  Health  Education  Program  (NEHEP) ,  a  public  education  effort 
mandated  by  the  Congress.     After  close  consultation  and  interaction  with 
numerous  voluntary  and  professional  organizations,  the  NEHEP  will  this  year 
launch  a  multi -media  campaign  targeted  to  Blacks  over  age  40  and  all  people 
over  age  60  emphasizing  the  necessity  of  periodic  glaucoma  testing.  Another 
NEHEP  program  will  be  targeted  to  the  nation's  more  than  14  million  people 
with  diabetes  who  are  at  risk  of  developing  diabetic  eye  disease,  a  leading 
cause  of  adult  blindness. 

The  NEI  will  also  continue  its  efforts  to  help  treat  the  devastating  eye 
complications  of  AIDS.     Specifically,  cytomegalovirus  (CMV)  retinitis  is  the 
most  common  cause  of  severe  vision  loss  among  AIDS  patients,  affecting  an 
estimated  25  percent  of  all  victims  of  this  disease.    Unfortunately,  this 
problem  can  be  difficult  to  treat  because  both  current  drugs  of  choice, 
ganciclovir  and  foscarnet,  can  have  toxic  side  effects,  and  at  best  can  only 
control,  not  cure,  the  disease. 

To  learn  more  about  the  comparative  safety  and  efficacy  of  these  drugs  in 
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AIDS  patients,  the  NEI  has  begun  the  CMV  Retinitis  Trial.     This  clinical  trial 
will  evaluate  the  toxicity  of  ganciclovir  and  foscarnet,  as  well  as  monitor 
these  drugs'  effects  on  patient  health  and  survival.     The  CMV  Retinitis  Trial 
is  Che  first  study  conducted  under  a  collaborative  clinical  research  project 
called  Studies  of  the  Ocular  Complications  of  AIDS  (SOCA) .     SOCA  has  been 
designed  so  that  as  promising  new  therapies  for  AIDS-related  eye  diseases 
become  available,   they  can  be  rapidly  tested  in  a  scientifically  rigorous 
manner. 

Before  concluding,  I  would  like  to  reiterate  the  great  social  benefit  of 
vision  research.     Indeed,  since  most  people  rely  on  vision  for  virtually  all 
aspects  of  their  daily  lives,  Institute -supported  studies  will  continue  to 
have  a  great  impact  in  helping  all  Americans,  young  and  old,  maintain  a  high 
quality  of  life.     As  always,  I  look  forward  to  keeping  this  Committee  informed 
of  the  great  progress  that  future  vision  research  will  certainly  bring  to  the 
American  public. 

Mr.  Chairman,  the  FY  1992  budget  request  for  the  National  Eye  Institute 
is  $272,260,000.     I  will  be  glad  to  answer  any  questions  that  the  Committee 
might  have. 
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DETERIORATING  VISION 

Senator  Harkin.  I  just  learned  something  new  that  I  will  have 
to  remember.  The  back  part  of  the  eye  is  part  of  the  brain. 
Dr.  KUPFER.  Yes,  sir;  it  is. 

Senator  Harkin.  Ill  have  to  think  more  about  that. 

Tell  me  this.  Why  is  this?  When  I  was  30  years  old  and  a  fighter 
pilot  in  the  Navy,  I  had  20/15  vision.  I  had  great  eyesight.  And 
about  age  43,  44,  somewhere  in  there,  all  of  a  sudden  there  were 
things  I  couldn't  read  too  well  any  longer.  So,  I  had  to  get  a  pair 
of  glasses,  and  they  gave  me  these  reading  glasses.  Then  it  got 
worse  and  worse.  I  am  now  51.  It  seems  like  I  went  along  and  it 
took  one  drop  and  it  sort  of  leveled  off.  Then  it  took  another  drop. 
Now  it  has  leveled  off,  and  I  have  to  wear  these  now.  Why  is  that? 

I  can  understand  if  you  are  bom  with  an  unhealthy  eye  or  some- 
thing, but  when  you  have  really  healthy  eyes  and  you  have  good 
eyesight,  what  happens?  Why  does  it  always  happen  around  age — 
as  I  am  told,  around  45  to  50  years  of  age? 

Dr.  KuPFER.  That  is  correct.  Your  information  is  quite  correct. 

The  ability  for  us  to  look  from  a  distance  to  near  depends  on 
changing  the  shape  of  the  lens  inside  our  eye.  This  ability  to 
change  the  shape  begins  to  decrease  about  the  age  of  40.  So,  that 
is  why  we  need  help  from  reading  glasses  or  bifocal  contact  lenses, 
such  as  I  and  others  wear  to  enable  us  to  see  what  is  close. 

Now  research  is  being  done  on  this  condition,  as  you  might  imag- 
ine. It  is  very  distressing,  especially  for  those  of  us  who  have  never 
worn  glasses.  Perhaps  in  the  next  5  or  10  years  we  will  have  ways 
to  correct  this  problem. 

Senator  Harkin.  I  can't  wait.  [Laughter,] 

How  much  more  money  do  you  need  in  your  budget?  [Laughter.] 
Dr.  KuPFER.  I  think  this  will  happen  within  our  budget  at  the 
moment. 
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GLAUCOMA  TREATMENT 

Senator  Harkin.  I  wanted  to  ask  one  other  question  about  glau- 
coma. Two  typical  treatments  for  glaucoma  are  medications,  \mich 
reduce  the  pressure,  and  surgery  to  accomplish  the  same  purpose. 
What  can  you  tell  us  about  the  relative  effect  of  these  two  ap- 
proaches and  quality  of  life  considerations?  Which  is  the  better  ap- 
proach? Or  is  tiiere  one  that  is  better  than  the  other,  or  does  it  de- 
pend upon  the  situation? 

Dr.  KUPFER.  That  is  an  excellent  question.  The  situation  with 
glaucoma  is  that  it  is  completely  asymptomatic.  This  is  the  open- 
angle  glaucoma  which  is  the  most  common.  Therefore,  the  individ- 
ual can  lose  visual  function  without  really  being  aware  of  any  signs 
or  sjonptoms  until  very  late.  When  the  diagnosis  is  made,  we  ask 
the  patient  to  take  drops.  These  drops  themselves  sometimes  have 
adverse  effects,  plus  the  fact  that  it  is  very  difficult  to  remember 
to  take  drops  once,  twice,  or  three  times  a  day. 

On  the  other  hand,  to  lower  pressure,  another  possibility  would 
be  to  perform  a  surgical  intervention  which  creates  a  new  path  for 
the  fluid  to  leave  the  eye. 

We  do  not  know  which  is  the  better  intervention.  As  a  matter  of 
fact,  we  are  considering  supporting  a  clinical  trial  which  will  ran- 
domly assign  individuals  who  are  newly  diagnosed  as  having  glau- 
coma to  either  medical  treatment  or  surgical  treatment  with  one  of 
the  major  outcomes  being  which  offers  a  better  quality  of  life.  So, 
in  a  number  of  years — ^hopefully  not  more  than  3  or  4 — ^we  will 
begin  to  have  information  on  this  very  question. 

I  might  say  that  in  the  United  Kingdom,  surgery  is  now  used  as 
the  primary  intervention,  whereas  in  the  United  States,  we  still 
prefer  medical  treatment  as  the  primary  intervention.  This  clinical 
trial  will  give  us  a  very  definitive  answer. 

QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

Senator  Harkin.  Good.  I  look  forward  to  that. 

Dr.  Kupfer,  thank  j^ou.  I  have  some  additional  questions  which 
we  will  submit  to  you  in  writing. 

[The  following  questions  were  not  asked  at  the  hearing,  but  were 
submitted  to  the  Department  for  response  subsequent  to  the  hear- 
ing:] 
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QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

GLAUCOMA  TREATMENT 

Question.     Dr.  Kupfer,  two  typical  treatments  for  glaucoma  are 
medications  which  reduce  the  pressure  within  the  eye  and  surgery  to 
accomplish  the  same  purpose.     What  can  you  tell  us  about  the 
relative  effect  of  these  two  approaches  and  the  quality  of  life 
considerations  associated  with  these  two  strategies? 

Answer.     In  the  United  States,  the  standard  approach  to  the 
treatment  of  glaucoma  has  been  to  prescribe  medications  that  reduce 
the  intraocular  pressure.     When  medications  fail,  attempts  are  made 
to  reduce  the  intraocular  pressure  using  argon  laser 
trabeculoplasty,  followed,  if  necessary,  by  filtration  surgery. 
Results  from  the  NEI- supported  Glaucoma  Laser  Trial  suggest  that 
argon  laser  therapy  may  be  a  safe  and  effective  alternative  to  eye 
drops,  as  a  first  treatment  for  patients  with  newly  diagnosed  open- 
angle  glaucoma.     Another  NEI -supported  clinical  trial  of  patients 
with  uncontrolled  glaucoma  has  shown  that  the  use  of  5-f luorouracil 
with  surgery  is  more  effective  in  controlling  intraocular  pressure 
than  filtration  surgery  alone. 

Patients  using  glaucoma  medicines  often  report  serious  side 
effects,  including  eye  irritations,  poor  vision,  fatigue, 
confusion,  loss  of  appetite,  and  weight  loss.     The  ophthalmologist 
attempts  to  maintain  the  patient's  visual  function  without  causing 
side  effects  that  might  offset  the  benefits  of  treatment.     No  major 
glaucoma  studies  have  been  conducted  that  specifically  measure 
quality  of  life  as  an  outcome  of  treatment  decisions. 
Investigators  are  currently  planning  a  randomized,  clinical  trial 
to  evaluate  the  relative  effects  of  medications  versus  surgery  in 
managing  newly  diagnosed  glaucoma  patients.     Quality  of  life  will 
be  assessed  in  this  planned  clinical  trial. 

GLAUCOMA  DISPARITY 

Question.     Dr.  Kupfer,   it  has  been  known  for  a  long  time  that 
the  prevalence  of  glaucoma  in  the  black  population  is  4  to  5  time 
more  than  in  the  white  population  in  the  U.S.     What  factors  lead  to 
this  great  disparity? 

Answer.     Although  we  now  have  some  new  data  on  the  magnitude 
of  black/white  population  differences  in  the  prevalence  of 
glaucoma,  we  need  better  information  on  why  these  differences 
exist.     Differences  in  glaucoma  prevalence  rates  reported  for 
whites  and  for  different  groups  of  blacks  may  be  due  to  genetic 
influences,  variable  access  to  health  care,  or  unknown  factors.  We 
know  that  the  prevalence  of  glaucoma  reported  from  studies  of 
blacks  living  in  the  United  States  is  less  than  that  of  blacks 
residing  in  St.  Lucia  and  Barbados.     Well -designed  epidemiologic 
studies  examining  risk  factors  for  the  development  of  glaucoma  are 
needed  since  few  risk  factors,  other  than  family  history  and 
diabetes,  have  been  identified. 

AGE  RELATED  CATARACT  AND  MACULAR  DEGENERATION 

Question.     Age  related  cataract  and  age  related  macular 
degeneration  are  the  major  causes  of  visual  impairment  and 
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blindness  in  the  aging  U.S.  population.     I  understand  that  some 
physicians  have  already  begun  to  recommend  preventative  treatments 
and  to  treat  patients  with  vitamins  and  other  nutritional 
supplements  to  slow  or  prevent  macular  degeneration  and  the 
development  of  cataracts.     Is  this  a  case  of  non- traditional 
medicine  leap  frogging  ahead  of  conventional  practice? 

Answer,     At  present,  standard  medical  practice  does  not 
prescribe  the  use  of  vitamins  or  minerals  for  the  prevention  of 
cataract  or  macular  degeneration.     There  Is  no  convincing  evidence 
that  nutritional  supplements  can  affect  either  the  development  or 
progression  of  these  age-related  eye  conditions.     There  is  a  public 
perception  that  the  use  of  over-the-counter  nutritional  supplements 
may  be  beneficial  in  the  treatment  of  a  wide  range  of  diseases. 
This  practice  carries  some  risk  since  many  micro-nutrients  are 
toxic  at  high  doses  and  may  give  undesirable  interactions  with 
drugs  of  other  nutrients. 

IMPACT  OF  NUTRITION  ON  VISION 

Question.     What  does  NEI  plan,   in  terms  of  clinical  trials,  to 
demonstrate  the  usefulness  of  vitamins  and  mineral  supplements  for 
prevention  and  treatment  of  eye  disease? 

Answer.     The  NEI  is  currently  conducting  the  Age  Related  Eye 
Diseases  Study  (AREDS) ,  which  aims  to  determine  how  age-related 
macular  degeneration  and  lens  opacities  develop  and  progress.  The 
role  of  nutrition  will  be  assessed  in  two  ways.     First,  a  natural 
history  study  will  delineate  the  role  of  nutrition  as  a  risk  factor 
for  the  development  of  these  diseases.     Secondly,  the  feasibility 
of  conducting  a  randomized;  placebo-controlled  clinical  trial  of 
vitamin  and  mineral  supplements  will  be  evaluated.     If  such  a  trial 
were  feasible  it  would  assess  the  effect  of  vitamin  therapy  on  the 
development  and  progression  of  lens  opacities  and  age-related 
macular  degeneration. 

CLINICAL  TRIALS 

Question.     Dr.  Kupfer,  I  understand  that  there  are  at  least  10 
major/new  clinical  trials  ready  to  begin  in  FY  1992  if  funds  are 
available.     These  trials  have  an  estimated  total  first  year  cost  of 
$25.1  million  and  a  total  cost  of  $178.6  million.     If  the  Congress 
provides  additional  funding  to  NEI  over  and  above  the 
Administration  request,  would  funding  these  new  clinical  trials  be 
your  highest  priority? 

Answer.  The  highest  priorities  of  the  National  Eye  Institute 
include  expansion  and  strengthening  of  research  and  related 
activities  for  age-related  macular  degeneration,  vision  research 
related  to  the  Decade  of  the  Brain,  and  glaucoma.  These 
initiatives  require    both  a  clinical  and  basic  research  focus. 
Therefore,  within  each  of  these  initiatives  are  opportunities  for 
major  clinical  trials. 

Question,  Which  of  these  several  new  clinical  trials  that  are 
ready  to  go  are  your  highest  priority? 

Answer.  In  priority  category  order,  those  clinical  trials  that 
are  ready  to  initiate  are: 
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Age-Related  Macular  Degeneration 
Age-Related  Eye  Diseases  Study 

Low  Birthveight 

Effect  of  Light  Reduction  in  Retinopathy  of  Prematurity 
Therapeutic  Oxygen  in  Retinopathy  of  Prematurity 

AIDS 

Oral  vs.   IV  Intravenous  Ganciclovir  Retinitis  Trial 
CMV  Retinitis  Prophylaxis  Trial 

Glaucoma 

Assessment  of  Glaucoma  Treatments 

Efficacy  of  Intraocular  Pressure  Lowering  In  Ocular 

Hypertensives 
Barbados  Glaucoma  Treatment  Trial 

Grave's  Disease 

Graves'  Ophthalmopathy 

Strabismus 

Treatment  of  Congenital  Esotropia 

Corneal  Dystrophies 

Contact  Lens  Evaluation  in  Keratoconus 

Low  Birthweight  &  Optic  Neuritis 

Advanced  Retinopathy  of  Prematurity  Study 
Ischemic  Optic  Neuropathy  Decompression  Trial 

A  NATIONAL  VISION  RESEARCH  PLAN 

Question.  Dr.  Kupfer,  I  understand  that  your  National  Vision 
Research  Plan  for  1992  to  1996  is  soon  to  be  completed.     Could  you 
tell  us,   in  b.road  terms,  the  focus  this  research  agenda  will  have? 

Answer.   In  the  National  Eye  Institute's  fourth  long-range 
plan,  Vision  Research--A  National  Plan:     1992-1996.  the  broad  focus 
of  the  research  will  be  on  each  of  the  NEI's  major  programs- - 
Retinal  Diseases,  Corneal  Diseases,  Lens  and  Cataract,  Glaucoma, 
and  Strabismus,  Amblyopia,  and  Visual  Processing.     In  addition,  a 
section  of  the  report  will  be  devoted  to  Low  Vision  and  Its 
Rehabilitation  and  another  to  Clinical  and  Epidemiologic  Research. 

NEW  AREAS  OF  RESEARCH 

Question.  Are  there  new  areas  of  research  recommended  in  the 
National  Plan? 

Answer.  In  an  effort  to  identify  new  areas  of  research" 
opportunity,  panels  of  experts  were  established  for  each  of  these 
programs  and  were  charged  to:     define  the  scope  and  impact  of 
important  research  areas;  update  program  goals  and  objectives; 
review  current  research  support  and  recent  scientific  advances;  and 
determine  the  key  research  questions  to  be  addressed  in  vision 
research  in  FY  1992-1996.     These  research  questions  pertain  to  some 
of  the  key  new  areas  of  research  such  as  the  transplantation  of 
retinal  tissues  as  a  potential  means  of  halting  or  preventing  the 
progressive  loss  of  vision  in  retinal  degenerative  diseasejj.  They 
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also  address  new  opportunities  that  have  been  created  by  recent 
technological  advances  In  molecular  biology  and  inununology  for 
progress  against  some  of  the  more  perplexing  eye  diseases. 

NUMBER  OF  RESEARCHERS  SUPPORTED 

Question.     We  often  get  caught  up  in  looking  at  the  number  of 

I I  grants  funded,  the  number  of  centers  funded  and  the  other 
mechanisms.     A  more  useful  measure  might  be  the  number  of 
scientists  that  we  support.     Has  your  Institute  made  an  effort  to 
calculate  and  track  the  number  of  scientists  that  are  supported  by 
your  funding? 

Answer.  The  Vision  Research  Program  Planning  Subcommittee  of 
the  National  Advisory  Eye  Council  hosted  a  Policy  Planning  Forum  in 
August  1989.     One  of  the  action  items  arising  from  that  meeting  was 
a  recommendation  that  a  study  be  conducted  to  determine  trends  in 

III  NEI  research  project  grants  costs  and  in  other  grant-related  data. 
Such  a  study  was  undertaken  and  designed  to  provide  baseline 
information  upon  which  Council  funding  recommendations  and  policies 
could  be  based.     One  of  the  areas  selected  for  study  was  the  size 
and  composition  of  the  research  teams  funded  on  NEI  research 
project  grants.     The  results  of  the  study  will  be  published  later 
this  year  as  part  of  Vision  Research  A  National  Plan:  1992-1996. 
The  report  will  indicate  that  between  1985  and  1989  there  was 
little  change  in  the  total  level  of  staff  effort  per  grant. 
However,   there  were  definite  changes  over  that  time  in  the  staffing 
patterns  of  the  research  team.     For  example,  while  there  was 
little,   if  any,  change  in  the  level  of  efforts  of  principal 
investigators,   there  was  an  increase  in  the  total  level  of 
doctoral -level  staff  effort  per  grant,  and  a  decrease  in  the 
efforts  of  research  technicians. 

Question.     Do  you  think  this  measure  should  be  implemented 
NIH-wide  so  that  the  Congress  and  the  public  would  know  the  number 
of  scientists  which  are  being  supported  by  our  research  dollars? 

Answer.  The  National  Advisory  Eye  Council  has  recommended  that 
it  is  important  to  examine  all  mechanisms  of  research  support,  not 
just  research  project  grants,   in  assessing  the  overall  health  of 
the  NIH- supported  biomedical  enterprise.     The  Council  has  stated 
that  other,  more  broad,  indicators  of  program  performance  are 
needed.   Including  the  total  number  and  efforts  of  scientists 
jj    supported  by  these  diverse  mechanisms.     In  this  regard,  the  NIH  has 
■    begun,   in  response  to  a  request  in  the  FY  1992  0MB  Passback,  an 
j    evaluation  of  the  staffing  patterns  on  research  project  grants. 
The  NEI  is  participating  fully  in  this  data  collection  effort. 

CONTROLLING  COSTS 

Question.     Dr.  Kupfer,  the  average  cost  of  research  project 
grants  funded  by  your  Institute  has  remained  well  below  the  NIH- 
wide  average  for  the  last  10  years.     One  of  the  ways  NEI  has  done 
this  is  to  not  award  large  program  project  grants.     Your  Institute 
has  also  been  very  successful  in  funding  a  large  percentage  of 
grant  applications  by  holding  down  costs.     As  you  know,  the 
Congress  is  considering  NIH's  Cost  Control  Plan.     Would  you  care  to 
make  any  comments  on  the  Plan? 
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Answer.     The  NEI  has  contributed  to  the  development  of  this 
plan,  and  fully  supports  its  objectives.     The  National  Advisory  Eye 
Council  and  vision  research  scientists  had  an  opportunity  to 
comment  on  earlier  drafts  of  the  plan  and  to  make  recommendations 
for  its  improvement.     The  Council  views  the  Congressional  call  to 
action  in  a  very  positive  way.     It  finds  this  approach,  when 
combined  with  a  strategic  research  planning  initiative  to  address 
the  burgeoning  opportunities  in  biomedical  research,  fully 
consistent  with  its  own  extensive  program  planning  efforts  for 
vision  research. 

Question.     The  entire  scientific  community  very  closely 
watches  the  number  of  new  grants  that  are  funded  each  year  as  a 
measure  of  progress  being  made.     Is  this  the  correct  measure  to 
follow  or  should  we  Instead  follow  the  number  of  scientists  who  are 
funded  each  year  as  a  better  indicator  of  Congressional  support  of 
biomedical  research? 

Answer.     The  number  of  new  grants  funded  each  year  Is 
certainly  important.     However,  there  are  other  performance  measures 
that  seem  to  me  to  be  even  more  important.     The  total  number  of 
grants  funded  (competing  and  noncompetlng)  Is  one  such  measure. 
The  total  number  of  doctoral -level  scientists  supported  through  all 
mechanisms  of  grant  and  contract  support,  not  just  research  project 
grants,  would  seem  to  be  another  very  Important  measure.  Another 
useful  measure  of  the  overall  strength  of  federally  funded 
biomedical  research  might  be  the  resources  (In  constant  dollars) 
available  for  research  per  principal  Investigator  or  full-time 
doctoral  level  scientist.     I  am  sure  that  there  are  other  measures 
that  need  to  be  explored,  and  I  think  that  the  NIH  plan  has 
indicated  that  this  will  be  done. 

THE  OLDEST  OLD 

Question.     Americans  age  85  and  older  (the  oldest  old)  Is  the 
fastest  growing  age  segment  of  the  population,  and  it  is  felt  by 
some  that  this  group  may  grow  more  rapidly  than  official  estimates. 
Along  with  this  increased  longevity  comes  a  decline  in  vision. 
What  accounts  for  this  correlation? 

Answer.     Glaucoma,  cataract,  and  age-related  macular 
degeneration  are  all  eye  diseases  that  become  more  prevalent  with 
advancing  age.     We  remain  uncertain,  however,  as  to  what  specific 
factors  are  responsible  for  the  association  of  age  with  the 
development  of  these  chronic  eye  diseases.     We  also  know  that  the 
development  of  these  eye  disorders  is  not  solely  explained  by  the 
aging  process.     Cigarette  smoking,  diet,  sunlight  exposure, 
diabetes,  hypertension,  and  family  history  have  been  shown  to  be 
important  etiologic  factors  in  the  development  and  progression  of 
these  blinding  eye  diseases  in  certain  populations. 

Question.  What  special  Initiatives  are  underway  or  planned  at 
your  Institute  to  address  this  concern? 

Answer.     The  NEI  has  supported  a  study,  conducted  in  more  than 
thirty  nursing  homes  in  the  Baltimore  area,  of  the  prevalence  of 
ocular  diseases  in  a  nursing  home  population.     Information  on  this 
population  is  extremely  important  in  determining  its  need  for  eye 
care  and  to  determine  the  extent  and  severity  of  ocular  disorders 
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in  this  oldest  of  the  old  age  group.     A  clinical  trial  to  evaluate 
the  effect  of  vitamins  and  mineral  supplements  on  the  development 
and  progression  of  cataracts  and  age-related  macular  degeneration 
in  an  older  population  is  being  planned.     The  NEI  has  placed  a  high 
priority  on  epidemiologic  studies  to  identify  specific  risk  factors 
for  the  development  of  glaucoma  and  cataract  with  the  hope  that  the 
information  obtained  will  hasten  the  development  of  trials  of  the 
early  treatment  of  these  diseases,  before  they  cause  severe  visual 
impairment . 

PREVENTION 

Question.     What  is  your  Institute  doing  in  the  area  of 
prevention  regarding  eye  diseases? 

Answer.     The  National  Eye  Institute  currently  supports  a 
variety  of  prevention  and  prevention-related  studies.  These 
studies  include  those  directed  at  the  prevention  of:  hereditary 
and  developmental  degenerations  of  the  retina,  diabetic 
retinopathy,  retinopathy  of  prematurity,  uveitis  and  other  ocular 
inflammations,  corneal  infection  from  herpes  simplex  virus, 
cataract,  trachoma,  amblyopia  and  strabismus,  eye  diseases  related 
to  nutritional  deficiencies,  macular  diseases ,  visual  impairment 
from  corneal  burns  and  ulcers,  nearsightedness  and  other  refractive 
errors,  and  glaucoma.  '    ■  \ ■ 

During  the  past  year  the  results  from  two  years  of  patient 
followup  have  been  released  from  one  of  these  studies,  the  Glaucoma 
Laser  Trial  (GLT) .     In  primary  open- angle  glaucoma,  minute  changes 
within  the  eye  gradually  interfere  with  the  flow  of  fluids  that 
nourish  the  tissues  in  the  front  of  the  eye.     If  these  fluids  fail 
to  drain  properly,   the  resulting  increased  pressure  inside  the  eye 
can  eventually  damage  the  optic  nerve  and  cause  vision  loss  or 
blindness.     Treatment  for  primary  open-angle  may  involve  the  use  of 
eyedrops  or  pills  that  improve  fluid  drainage  or  slow  fluid 
formation.     Unfortunately,  these  medications  can  produce  annoying 
and  sometimes  serious  side  effects.     If  medications  fail,  argon 
laser  surgery  may  be  required  to  create  a  tiny  hole  in  the  coat  of 
the  eye  or  to  treat  the  drainage  tissue  directly. 

The  GLT  is  a  randomized  clinical  trial  designed  to  evaluate 
the  relative  efficacy  of  drug  and  laser  treatment  either  alone  or 
in  combination,  and  to  determine  whether  laser  treatment  is  a  safe 
and  effective  alternative  to  eyedrops  as  a  first  treatment  for 
patients  with  newly  diagnosed  open- angle  glaucoma.     After  two  years 
of  followup,  laser  treatment  alone  was  sufficient  to  control 
pressure  in  A4  percent  of  the  eyes,  compared  to  30  percent  of  the 
eyes  treated  with  the  anti- glaucoma  medication  alone.     In  eyes 
receiving  laser  alone  or  laser  followed  by  medication,  the 
intraocular  pressure  could  be  controlled  in  70  percent  of  the  eyes 
treated.     In  addition,  eyes  first  treated  with  laser  generally 
required  less  medication  to  control  pressure  than  those  receiving 
medication  alone. 

These  results  suggest  that  argon  laser  therapy  may  be  a  safe 
and  effective  alternative  to  eyedrops  as  a  first  treatment  for 
patients  with  newly  diagnosed  open- angle  glaucoma.     Although  these 
early  results  for  laser  treatment  look  promising  for  preventing  the 
progression  of  open-angle  glaucoma  and  its  ensuing  loss  of  vision. 
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eye  care  specialists  need  to  await  longer-term  results  of  the  GLT 
Follow-up  study  in  their  overall  evaluation  of  these  forms  of 
treatment  for  their  glaucoma  patients. 

HEREDITY  FACTORS  IN  EYE  DISEASES 

Question.     Would  you  please  elaborate  on  heredity  factors  in 
eye  diseases? 

Answer.     Of  the  approximately  2,000  known  human  genetic 
disorders,  an  estimated  30  percent  affect  the  eye.     Hereditary  and 
congenital  diseases  are  the  cause  of  blindness  in  one  of  every  five 
blind  people  in  this  country  and  an  additional  300,000  suffer  from 
visual  impairment  from  these  causes.     Because  such  visual 
impairment  often  begins  early  in  life,   the  economic,   social  and 
personal  costs  are  substantial. 

Retinitis  pigmentosa,  a  degenerative  disease  of  the  retina,  is 
the  most  common  cause  of  inherited  blindness  and  affects 
approximately  100,000  people  in  the  United  States  and  countless 
others  around  the  world.     The  incidence  has  been  estimated  to  be 
approximately  1  in  3,500  births,  and  all  social,  ethnic,  and  racial 
groups  are  affected.     Recent  progress  has  been  made  in  locating  the 
gene  responsible  for  one  form  of  this  disease,  autosomal  dominant 
retinitis  pigmentosa  (ADRP) . 

Patients  with  ADRP  have  been  shown  to  have  a  mutation  in  the 
gene  that  produces  rhodopsin,  a  light-sensitive  protein  that 
initiates  the  conversion  of  light  energy  Into  visual  signals  in  the 
retina.     The  finding  of  this  defective  gene  provides  a  focus  for 
studies  of  the  mechanisms  that  lead  to  blindness  in  ADRP  and  may 
ultimately  provide  a  means  of  preventing  this  devastating  disease. 

-     A  C    -^J  OLDER  PEOPLE  AND  VITAMINS 

Question.  A  recent  article  in  the  New  York  Times  indicated 
that  older  people  who  consume  large  amounts  of  vitamins  by  eating 
lots  of  fruits  and  vegetables  or  by  taking  daily  supplements  appear 
to  have  a  lower  risk  of  developing  cataracts.     Could  you  comment  on 
this  research? 

Answer.     Yes,   that  study  was  conducted  by  an  NEI -  supported 
scientist.     This  article  described  an  observational,  case-control 
study  in  which  cataract  patients  were  compared  to  cataract- free 
individuals  with  regard  to  nutritional  and  other  factors,   such  as 
medical  history,   sociodemographic  characteristics,  and  lifestyle. 
This  study  provided  evidence  of  an  association  between  the  regular 
use  of  multi-vitamin  supplements  and  a  decreased  risk  for  the 
development  of  cataract.     Given  the  prevalence  of  cataract,  even  a 
modest  decrease  in  cataract  risk  has  major  public  health  . 
implications.     From  this  viewpoint,  the  delineation  of  risk  factors 
amenable  to  modification  or  intervention  is  most  interesting. 
However,   in  studies  of  this  type,  cause  and  effect  cannot  be 
determined.     Associations  reported  from  such  case-control  studies 
need  to  be  confirmed  and  evaluated  in  other  types  of  research 
designs.     Because  reducing  cataract  risk  would  have  major 
implications,   future  studies,  such  as  longitudinal  studies,  are 
needed  to  confirm  and  evaluate  the  potentially  modifiable  factors 
suggested  by  the  case-control  study  reported  in  the  New  York  Times . 
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RESEARCH  INITIATIVE  IN  REFRACTIVE  ERROR 

Question.     It  is  estimated  that  approximately  100  million 
Americans  are  affected  by  vision  problems  related  to  refractive 
error  (nearsightedness,  farsightedness,  and  astigmatism).  What 
research  efforts  is  NEI  currently  engaged  in  toward  making  advances 
in  this  area? 

Answer.     Research  on  the  meclianisms  of  nearsightedness  has 
begun  to  move  rapidly,  both  with  animal  models  that  can  be 
manipulated  experimentally  and  with  longitudinal  studies  in  humans. 
Restriction  of  patterned  light  during  critical  periods  of 
development  results  in  excessive  growth  of  the  eyeball,  so  that 
I;     light  is  focussed  in  front  of  the  retina  instead  of  on  it  (axial 
Ij     myopia)  .     This  phenomenon  has  been  confirmed  in  animal  species 
ranging  from  chickens  to  primates  as  well  as  in  human  children. 
Current  research  supported  by  the  NEI  is  investigating  factors  in 
the  retina  that  appear  to  provide  feedback  information  the  eye  uses 
to  regulate  its  growth.     The  potential  for  recovery  from 
experimentally- induced  myopia  has  recently  been  demonstrated.  The 
eye,  during  the  critical  developmental  period,  can  apparently 
compensate  for  refractive  errors  through  an  active  regulatory  ^ 
mechanism  that  coordinates  axial  length  with  the  optics  of  the  eye  il 
so  as  to  produce  emmetropia  (light  focussed  clearly  on  the  retina).^' 

In  another  important  area  of  research  on  refractive  errors, 
the  NEI  is  supporting  investigations  of  the  cell  biological 
response  of  the  cornea  to  excimer  laser  sculpting  and  other  forms 
of  refractive  keratoplasty.     Such  information  will  be  necessary  to 
establish  the  long-term  safety  of  these  emerging  techniques. 

INTRAMURAL  RESEARCH 

Question.  Could  you  update  the  Committee  on  the  status  of 
NEI's  intramural  research  initiatives  involving  retinal 
transplantation,  retinitis  pigmentosa,  and  cataracts? 

Answer.     NEI  intramural  scientists  are  intensely  involved  in 
conducting  research  in  each  of  those  areas.     Studies  on  retinal 
cell  transplant  techniques  and  the  effects  of  tropic  Growth  Factors 
J    on  retinal  development  and  degeneration,  although  yet  in  their 
!     infancy,  show  promise  for  treating  retinitis  pigmentosa  (RP)  and 
possibly  a  number  of  other  retinal  diseases  as  well.     In  one  RP 
animal  model,  transplantation  of  normal  retinal  pigment  epithelial 
cells  (known  for  15  years  to  harbor  the  defect)  greatly  delays 
retinal  degeneration.  This  line  of  investigation  has  also  recently 
shown  us  that  injection  of  a  specific  growth  factor,  bFGF,  into  the 
f     eye  can  result  in  extensive  rescue  photoreceptors  and  a  marked 
I     delay  in  the  general  degenerative  process.     For  the  first  time, 
j     therefore,  we  have  knowledge  that  at  least  one  specific  factor  can 
I    control  degeneration  in  an  animal  model  of  RP.     Similar  studies  now 
>•     can  be  formulated  to  see  if  the  same  mechanisms  operate  in  the 

humans  and  if  bFGF  or  other  such  neurotropic  factors  will  delay  in 
the  disease  process  in  man. 

Retinitis  pigmentosa  and  gyrate  atrophy  are  among  the  many 
forms  of  retinal  degeneration  under  investigation  by  NEI  intramural 
researchers.     Retinitis  pigmentosa  is  a  name  applied  to  a  number  of 
hereditary  degenerative  conditions  of  the  neural  retina.     RP  and 
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its  allied  diseases  such  as  macular  degeneration  affects  over 
500,000  people  in  the  USA;   its  endpoint  is  loss  of  visual  function 
and  blindness.     Gyrate  atrophy  is  a  rare  hereditary  disease  of  the 
eye's  retina  and  choroid  that  can  lead  to  blindness.  This 
autosomal  recessive  disorder  has  been  described  worldwide  in  all 
races,   it  occurs  when  there  is  a  deficiency  of  the  enzyme, 
ornithine  aminotransferase,   in  the  retina  and  choroid.     It  Is  the 
first  of  the  genetically  determined  isolated  severe  retinal 
degenerations  for  which  a  specific  biochemical  marker  and 
concomitant  enzyme  defect  have  been  demonstrated. 

In  the  last  year,  great  strides  have  been  taken  in 
understanding  the  molecular  bases  of  several  of  the  hereditary  RP 
conditions.     First,   the  intense  effort  over  the  last  decade  in 
defining  and  understanding  animal  models  of  RP  has  paid  off  in  that 
the  underlying  gene  defects  in  two  murine  models  of  retinal 
degeneration  have  been  elucidated.     Moreover,  biochemical 
abnormalities  have  been  uncovered  in  at  least  two  other  models.  We 
now  have  the  tools  to  search  for  similar  problems  in  human  RP 
patients.     In  parallel  studies,   researchers  have  now  pinpointed 
several  molecular  defects  in  the  genetic  expression  of  important 
retinal  proteins  in  a  number  of  RP  family  groupings.     In  the  visual 
protein,  rhodopsin,  for  example,  at  least  three  mutations  have  been 
discovered  in  different  families  that  could  lead  to  retinal 
degeneration.     This  not  only  gives  us  information  as  to  the 
underlying  causes  of  the  different  forms  of  RP  but  will  allow  us  to 
screen  children  in  the  near  future  for  some  of  these  specific  gene 
defects . 

With  regard  to  gyrate  atrophy,  intramural  researchers  examine 
patients  systematically  to  confirm  the  diagnosis.     Skin  fibroblasts 
of  affected  patients  and  family  members  are  grown  in  tissue  culture 
and  assayed  for  activity.     The  results  are  evaluated  for 
correlation  with  the  disease  trait.     Each  patient  is  given  a  trial 
of  pyridoxine  to  see  if  serum  concentration  of  ornithine  can  be 
reduced;   if  so,   the  patient  is  classified  as  a  "responder"  and 
treatment  with  pyridoxine  is  continued.     Nonresponder  and  responder 
patients  are  then  placed  on  a  low-arginine ,  low-protein  diet  with 
supplemental  amino  acids  and  observed  for  arrest  or  improvement  of 
the  disease.     If  patients  are  not  considered  eligible  for  the  diet, 
or  if  they  appear  unable  to  comply  with  the  dietary  regimen,  they 
are  followed  to  record  the  natural  progression  of  the  condition. 
Patients  with  other  forms  of  retinal  degeneration  such  as  retinitis 
pigmentosa,  fundus  f lavimaculatus ,  juvenile  retlnoschlsls ,  and 
Usher's  syndrome,  are  also  examined  and  their  courses  are  compared 
with  those  of  gyrate  atrophy  patients.     This  study  to  test  the 
efficacy  of  treatment  will  serve  as  a  model  for  the  investigation 
of  other  genetically  determined  retinal  degenerations. 

NEI  intramural  researchers  are  conducting  a  variety  of 
coordinated  and  interrelated  projects  to  examine  mechanisms  causing 
cataract.     For  example,  the  major  concern  of  one  research  team  is 
to  elucidate  the  function  of  the  major  lens  proteins,  crystalllns, 
and  to  determine  the  ways  normal  function  is  affected  by  oxidative 
stress.     This  group  is  also  examining  and  testing  antioxidant 
agents  and  their  role  in  preventing  or  delaying  cataract 
development.     In  addition,  a  long-range  project  studying 
cataractous  changes  in  human  lens  proteins  by  a  sophisticated  2-D 
gel  electrophoretlc  technique  has  been  Initiated. 
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QUESTIONS  SUBMITTED  BY  SENATOR  SLADE  GORTON 


CLINICAL  TRIALS 


Question,     Are  there  any  important  unfunded  clinical  trials 
that  are  not  supported  in  this  budget  but  are  ready  to  be 
implemented? 

Answer.     There  are  thirteen  new  clinical  trials  that  are  ready 
to  be  initiated  but  are  not  supported  in  the  fiscal  year  1992 
budget  request. 

Question.     Could  you  provide  these  in  priority  order  and  the 
projected  first  year  cost  of  each? 

Answer.     In  priority  category  order,  those  clinical  trials 

are: 


Age -Related  Macular  Degeneration 
Age -Related  Eye  Disease  Study 

Low  Birthweight 

Effect  of  Light  Reduction  in 

Retinopathy  of  Prematurity 
Therapeutic  Oxygen  in  Retinopathy 
of  Prematurity 

AIDS 

Oral  vs.  IV  Intravenous  Ganciclovir 

Retinitis  Trial 
CMV  Retinitis  Prophylaxis  Trial 

Glaucoma 

Assessment  of  Glaucoma  Treatments 
Efficacy  of  Intraocular  Pressure 

Lowering  In  Ocular  Hypertensives 
Barbados  Glaucoma  Treatment  Trial 


First  Year  Cost 
(Dollars  in  Thousands) 

$2,276 


2,000 
1,000 


2,900 
4.000 


1,000 

800 
1.000 


Grave's  Disease 

Grave's  Ophthalmopathy  Trial 

Strabismus 

Treatment  of  Congenital  Esotropij 


1,157 
4,000 


Corneal  Dystrophies 

Contact  Lens  Evaluation  in 
Keratoconus  1,000 


Low  Birthweight  &  Optic  Neuritis 

Advanced  Retinopathy  of  Prematurity 

Study  3,000 
Ischemic  Optic  Neuropathy 
Decompression  Trial  939 
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AGE-RELATED  MACULAR  DEGENERATION  OPPORTUNITIES 

Question,     What  is  age  related  macular  degeneration  and  are 
there  opportunities  for  research  breakthroughs  against  this 
disease? 

Answer.     Age -Related  macular  degeneration  (AMD)  is  an  eye 
disease  that  affects  the  macula,  a  highly- specialized  area  of  the 
retina.     Of  all  the  parts  of  the  retina  that  contribute  to  sight, 
only  the  macula  can  provide  sharp  and  straight-ahead  vision. 
Unfortunately,   the  macula  seems  predisposed  to  degenerative 
changes.     AMD  is  the  leading  cause  of  blindness  in  people  age  65 
and  older.     There  is  no  specific  age  which  can  be  pinpointed  as  the 
starting  age  for  age-related  eye  disorders;  however,  most  newly 
diagnosed  cases  of  these  disorders  appear  in  individuals  aged  50  to 
60  years.     As  a  person  ages,  harmful  changes  may  occur  in  the 
macula,  causing  difficulties  in  performing  tasks  that  require  good 
central  vision.     Scientists  do  not  know  why  these  macular  changes 
occur,  but,  aging  is  thought  to  play  a  major  role  in  the  process. 
That  is  why  AMD  is  known  as  age-related,  or  senile,  macular 
degeneration.     Other  important  age-related  vision  disorders  include 
glaucoma  and  cataract. 

There  are  a  number  of  major  opportunities  for  research 
breakthroughs  that  are  ready  to  be  exploited  against  this  disease. 
Included  among  these  are:     basic  cell  and  molecular  genetic 
research  into  the  inherited  retinal  disorders;  a  clinical  trial  of 
the  use  of  nutritional  supplements  as  a  means  of  preventing  or 
slowing  the  progression  of  AMD;  capitalizing  upon  advances  in 
retinal  cell  transplantations  and  in  optic  nerve  regeneration;  and 
an  expansion  of  basic  research  on  the  retina  to  identify  changes, 
particularly  age-related,  which  may  contribute  to  the  development 
of  AMD. 

DECADE  OF  THE  BRAIN 

Question.     I  understand  that  the  Eye  Institute  has  many 
research  opportunities  that  should  be  supported  as  part  of  the 
Decade  of  the  Brain  initiative.     Could  you  provide  us  a  summary  of 
the  Institute's  plans  that  should  be  implemented  in  this  area  and 
the  estimated  first  year  cost? 

Answer,     Vision  research  under  the  "Decade  of  the  Brain" 
initiative  holds  tremendous  opportunities  for  rapid  progress  in 
treating  and  preventing  blinding  diseases  and  unlocking  the  basic 
mechanisms  of  many  visual  processes.     Among  the  many  vision 
disorders  that  could  benefit  from  research  in  this  area  are  cross- 
eyes,  glaucoma,  wall-eyes,  myopia  (nearsightedness),  amblyopia 
(lazy  eye),  diabetic  retinopathy,  optic  nerve  damage,  and  low 
vision  and  its  rehabilitation. 

Powerful  techniques  emerging  from  the  fields  of  molecular 
biology,  neural  imaging,  and  computational  neuroscience  have 
created  significant  visual  neuroscience  research  opportunities  for 
advancing  the  understanding,  diagnosis,  and  treatment,  and  in  some 
instances,  prevention  of  diseases,  and  disorders  of  vision. 
Included  among  these  research  initiatives  are:     further  research  on 
the  human  nervous  system,  including  molecular,  genetic,  chemical, 
cellular,  and  integrative  processes  that  underlie  perception  and 
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the  control  of  eye  movements;   further  study  of  the  role  of 
biological  mechanisms  in  vision  disorders;  and  basic  research  to 
provide  for  the  development  of  new  technologically- advanced  vision 
aids.     These  new  initiatives  would  incur  a  first  year  cost  of  $20 
million. 

SENIOR  BIOMEDICAL  RESEARCH  SERVICE 

Question,     Is  the  implementation  of  the  Senior  Biomedical 
Research  Service  important  to  the  NEI?     Please  explain. 

Answer.     For  the  NEI,   implementation  of  the  Senior  Biomedical 
Research  Service  (SBRS)  is  vital  to  sustaining  a  successful 
intramural  research  program.     It  would  tremendously  strengthen  the 
Institute's  ability  to  recruit  and  retain  dedicated  senior 
scientists  and  physicians.     We  are  on  the  threshold  of  critical 
breakthroughs  in  understanding  and  treating  many  debilitating 
vision  disorders.     Wherever  there  is  an  opportunity  to  capitalize 
on  research  results  obtained  in  the  laboratory  by  applying  them  to 
solving  clinical  problems,  we  suffer  from  a  lack  of  critical  mass 
of  research  ophthalmologists.     The  long  years  of  training  required 
to  be  competitive  and  the  relatively  low  salaries  for  research 
activities  are  disincentives.     In  our  own  intramural  program,  we 
are  barely  holding  our  own  to  take  advantage  of  the  research 
opportunities  that  are  at  hand.     The  NEI  has  an  active  laboratory 
program,  with  many  results  that  should  be  applied  to  the  care  of 
our  patients.     Yet,  we  are  unable  to  attract  the  corps  necessary  to 
do  that.     We  continue  to  lose  senior  personnel.     The  NEI  has  not 
been  able  to  recruit  a  new  senior  person  for  at  least  15  years  and 
have  had  several  leave  because  of  salary.     This  is  a  major  concern. 
SBRS  is  a  positive  step  in  assuring  that  we  are  committed  to 
retaining  the  best  and  brightest  scientists  and  physicians. 

EYE  COMPLICATIONS  OF  AIDS 

Question.     Are  you  supporting  ongoing  clinical  trials  of  the 
eye  complications  of  AIDS? 

Answer,     Yes,  NEI  is  continuing  to  support  a  Cytomegalovirus 
(CMV)  Retinitis  Trial  under  a  collaborative  clinical  research 
project  entitled  Studies  of  the  Ocular  Complications  of  AIDS 
(SOCA),  CMV  retinitis  is  the  most  common  cause  of  vision  loss  in 
patients  with  acquired  immunodeficiency  syndrome  (AIDS) ,  The 
purpose  of  this  AIDS  trial  is  to  evaluate  the  relative  efficacy  and 
safety  of  foscarnet  and  ganciclovir  for  the  treatment  of  CMV 
retinitis  in  AIDS  patients  and  to  evaluate  the  effects  of  these 
treatments  on  survival. 

We  have  been  highly  successful  in  recruiting  patients. 
Recruitment  began  at  eleven  clinical  centers  in  March  1990  and  is 
ahead  of  schedule,  with  162  of  the  240  required  patients  randomized 
during  the  past  eight  months.     Patients  are  assigned  to  one  of  two 
groups  based  on  the  location  and  extent  of  retinitis  in  the  more 
severely  involved  eye.     The  first  group  includes  patients  with 
retinitis  in  the  posterior  region  or  extensive  disease  in  the 
peripheral  region  of  the  retina.     These  patients  are  randomly 
assigned  to  immediate  treatment  with  either  foscarnet  or 
ganciclovir.     The  second  group  includes  patients  with  retinitis 
that  is  confined  to  less  than  25%  of  the  peripheral  retina.     As  a 
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unique  feature  of  this  trial,  developed  in  consultation  with  AIDS 
advocacy  groups,   these  patients  are  offered  the  option  of  immediate 
treatment,  deferral  of  treatment  until  their  retinitis  becomes 
sight  threatening,  or  participation  in  a  randomized  comparison  of 
immediate  versus  deferred  treatment.     All  treated  patients  are 
randomly  assigned  to  ganciclovir  or  foscarnet  therapy.     The  major 
outcome  measures  for  this  trial  are  survival,  retinitis 
progression,  and  drug  toxicity. 

Question.  Do  you  have  enough  funds  in  this  budget  to  continue 
these  trials? 

Answer.     Because  of  the  escalating  cost  of  patient  care  and 
increased  cost  of  doing  research  having  out  paced  funding 
realities,  the  funding  requirements  of  this  trial  continue  to' 
increase.     However,  we  will  continue  to  support  the  AIDS  trial 
within  the  amount  of  funds  provided  in  the  budget. 

NATIONAL  PLAN  FOR  VISION  RESEARCH 

Question.     When  does  the  National  Advisory  Eye  Council  expect 
to  complete  its  next  five  year  plan? 

Answer.     The  National  Advisory  Eye  Council  is  expected  to 
complete  its  work  on  the  1992-1996  national  plan  for  vision 
research  by  summer  1991. 

Question.  Please  send  a  copy  of  this  plan  to  the  Subcommittee 
when  it  is  completed. 

Answer.  We  look  forward  to  providing  the  Subcommittee  a  copy 
of  this  plan. 

OPPORTUNITIES  IN  GLAUCOMA 

Question.     According  to  the  congressional  justification,  two 
million  Americans  are  known  to  have  glaucoma,  a  leading  cause  of 
blindness,  and  an  additional  million  people  may  have  the  disease 
and  not  know  it.     Are  there  significant  applied  research 
opportunities  in  glaucoma  that  require  additional  funding? 

Answer.     In  the  past,  advances  in  glaucoma  have  been  seriously 
limited,  but  now  opportunities  abound  for  scientists  to  make  a 
concentrated  attack  against  the  disease.     There  are  a  number  of 
significant  applied  research  opportunities  and  approaches  that  have 
been  developed  to  manage  this  disease  that  are  ready  to  be 
exploited  that  require  additional  funding: 

Studies  that  focus  on  preventing  blindness  from  glaucoma  and 
on  maximizing  gains  in  the  quality  of  life; 

Determining  why  the  rate  of  open-angle  glaucoma  is  higher  and 
possibly  a  more  severe  disease  in  blacks  and  development  of 
effective  modalities  for  early  detection  and  improved  diagnosis, 
treatment  and  control  of  glaucoma; 

Exploiting  advances  in  molecular  biology,  cell  biology,  and 
immunology; 
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Comparing  the  effectiveness  of  immediate  surgery  to  medical 
treatment  in  reducing  visual  loss  in  black  patients  with  newly 
diagnosed  open- angle  glaucoma; 

Evaluating  the  functional  status  and  patient  quality  of  life 
in  a  clinical  trial  that  compares  medical  (drug)  treatment  with 
surgery  for  glaucoma;  and 

Determining  whether  treatment  to  lower  elevated  intraocular 
pressure  prevents  or  delays  damage  to  the  eye  in  people  who  are  at 
increased  risk  for  developing  open- angle  glaucoma. 

Capitalizing  on  these  opportunities  should  offer  rapid  progress  in 
determining  the  causes  of  the  various  forms  of  glaucoma  and 
ultimately  their  cure. 
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National  Institute  on  Aging 

STATEMENT  OF  DR.  T.  FRANKLIN  WILLIAMS,  DIRECTOR 

BUDGET  REQUEST 

Senator  Harkin.  Dr.  Williams,  back  to  you  now. 

Your  funding  request  of  $348.5  million  is  7.7  percent  more  than 
1991.  The  Aging  Institute  enjoyed  the  largest  percentage  increase 
in  1991  compared  to  1990  of  any  institute,  due  largely  to  the  in- 
creases for  Alzheimer's  research  initiated  by  this  committee. 

So,  Dr.  Williams,  we  are  delighted  to  have  you  with  us  again 
today  and  look  forward  to  hearing  your  statement.  Please  proceed. 

Dr.  Williams.  Thank  you  very  much.  Senator  Harkin.  It  is  really 
a  pleasure  to  present  some  of  our  recent  accomplishments  and  out- 
line our  future  directions  and  plans,  including  our  use  of  the  funds 
that  Congress  has  given  us. 

The  research  funded  by  the  National  Institute  on  Aging  is  crucial 
for  keeping  suffering,  disability,  and  medical  expenditures  for  older 
Americans  from  increasing  in  magnitude  with  the  graying  of  i^er- 
ica.  Older  people  can  age  and  remain  healthy.  This  gives  us  the 
challenge  to  identify  and  reduce  risks  leading  to  disease  and  cost 
of  long-term  care.  Our  ultimate  goal  is  to  assure  independence  and 
a  high  quality  of  life  throughout  the  lifespan. 

ALZHEIMER'S  DISEASE 

Alzheimer's  disease  is  certainly  our  highest  priority,  and  we  co- 
ordinate research  efforts  with  other  institutes,  including  the  Na- 
tional Institute  of  Neurological  Disorders  and  Stroke,  and  several 
others.  This  disease,  as  you  well  know,  is  currently  responsible  for 
disability  and  misery  in  up  to  4  million  older  Americans  and  their 
famihes  costing  them  and  society  an  estimated  $80  billion  annu- 
ally. A  high  percentage  of  those  of  us  alive  today  will  be  at  risk  for 
this  disease  in  the  next  century  unless  we  can  stop  this  terrible 
condition. 

We  are  making  rapid  and  significant  progress  in  imderstanding 
the  disease,  particularly  its  biochemical  defects  and  possibilities  for 
treatment.  In  terms  of  understanding  the  basic  biochemical  defects, 
we  learn  more  all  the  time  about  genetic  roles.  For  example,  a  re- 
cent publication  identified  a  specific  mutation  in  the  amyloid  pro- 
tein gene  which  is  associated  with  the  damage  in  Alzheimer's  dis- 
ease. In  terms  of  the  makeup  of  both  the  amyloid  protein  that 
causes  the  damage  at  the  cellular  level  and  the  neurofibrillary  tan- 
gles, which  are  the  other  major  pathological  finding,  we  are  learn- 
ing more  almost  every  week  about  the  nature  of  these  proteins. 
This  gives  us  insights  into  understanding  how  we  might  intervene 
in  the  production  of  these  proteins  and  prevent  their  progress. 
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In  terms  of  treatment,  we  have  just  concluded  a  very  thoroiigh 
clinical  trial  of  the  drug  tetrahydroaminoacridine,  or  THA,  and  the 
results  will  be  published  very  shortly  and  available  to  the  scientific 
medical  community.  I,  myself,  do  not  have  the  results  yet,  but  will 
have  them  very  shortly. 

We  are  moving  ahead  to  encourage  and  develop  clinical  trials  on 
other  potential  intervention  agents  for  Alzheimer's  disease.  Work 
with  nerve  growth  factors  has  now  progressed  from  animal  re- 
search to  clinical  trials,  and  we  are  working  with  other  metabolic 
intervening  agents  and  agents  that  affect  brain  vascular  function. 

We  have  a  real  prospect  of  identifying  medications  that  will 
delay  the  progress  of  this  disease,  if  not  halt  it  entirely.  I  agree 
with  Dr.  Goldstein's  comments  earlier  when  he  was  speaking  of 
Parkinson's  disease  and  Alzheimer's  disease,  that  our  first  major 
goal  is  really  to  delay  the  progress  of  this  disease.  For  example,  if 
we  could  simply  delay  the  progress  of  Alzheimer's  disease  by  5  or 
6  years,  we  could  cut  in  one-half  the  numbers  and  costs  of  this  dis- 
ease. 

BURDEN  OF  PHYSICAL  FRAILTY 

Another  area  that  is  equally  important  is  that  of  the  burden  of 
physical  frailty  in  older  people  where  the  costs  are  estimated  to  be 
between  $50  and  $80  billion  a  year.  These  disabilities  include  hip 
fractures,  the  problems  of  osteoporosis,  and  other  causes  of  disabil- 
ity causing  loss  of  independence,  including  visual  and  hearing  im- 
pairments. 

It  is  increasingly  evident  that  one  is  never  too  old  for  prevention 
or  reduction  of  frailty.  In  one  study  supported  by  our  Institute, 
which  received  wide  notice  this  past  year,  90-year-old  nursing 
home  residents  showed  a  remarkable  improvement  in  muscular 
function  and  ability  to  walk  through  muscle-strengthening  exer- 
cises, including  a  documented  marked  increase  in  muscle  mass. 
One  of  our  emphases  in  physical  frailty  is  to  intervene  to  strength- 
en muscles,  improve  balance,  and  modify  use  of  medications.  In 
this  area  among  others,  we  are  giving  particular  attention  to  re- 
search related  to  women  because  of  their  longer  lifespan  and  be- 
cause they  suffer  disproportionately  from  disorders  such  as 
osteoporosis  and  incontinence. 

We  are  also  expanding  our  attention  to  changes  in  the  vascular 
system  associated  with  aging  which  may  underlie  changes  foimd  in 
other  organ  systems  including  the  brain.  There  is,  in  addition,  very 
promising  basic  research  showing  that  there  are  nonproliferative 
genes  which  act  in  a  balanced  way  with  genes  which  promote  pro- 
liferation in  cells.  These  nonproliferative  genes,  at  least  some  of 
them,  can  counteract  the  effects  of  oncogenes,  or  in  other  words, 
cancer  promoting  genes,  rmder  certain  circumstances.  What  we  are 
seeing  at  the  cellular  level  is  a  balance  of  proliferative  and 
nonproliferating  influences  which  may  allow  us  to  intervene  with 
cancer.  This  is  a  very  exciting  finding  at  the  cellular  and  molecular 
biological  level  relating  to  aging. 

Just  a  couple  of  other  brief  comments.  With  the  participation  of 
other  Federal  agencies,  we  are  providing  funds  for  the  new  health 
and  retirement  survey,  which  was  approved  by  the  last  Congress. 
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We  continue  to  have  a  major  interest  in  training  and  career  de- 
velopment, as  do  many  of  the  other  NIH  components.  The  Pepper 
Centers  for  Research  and  Training  are  a  major  support  in  this  as- 
pect. 

Senator  Harkin.  How  manv  are  established  now? 
Dr.  Williams.  Three  have  been  established. 
Senator  Harkin.  Three. 

Dr.  Williams.  We  have  funded  three  Geriatric  Research  and 
Training  Centers  which  we  call  Pepper  Centers.  The  last  Congress 
authorized  Pepper  Centers  for  Independence  in  Older  Americans, 
and  we  expect  to  fund  four  of  those  this  year. 

Senator  Harkin.  Four  out  of  the  five. 

PREPARED  STATEMENT 

Dr.  Williams.  We  expect  to  fund  at  least  four. 

I  might  just  add  that  we  have  initiated  a  dissertation  support 
program  for  minority  students  working  toward  Ph.D.'s  and  this  has 
received  considerable  interest. 

As  you  stated,  our  budget  request  is  $348,558,000,  and  I  am  very 
eager  to  proceed  to  questions. 

[The  statement  follows:] 
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STATEMENT  OF  DR.  T.  FRANKLIN  WILLIAMS 
I  am  pleased  to  be  able  to  present  to  you  accomplishments  recently 
achieved  by  the  research  programs  of  the  National  Institute  on  Aging  (NIA) ,  as 
well  as  outline  current  plans  and  the  directions  charted  for  future  research. 
We  work  to  coalesce  scientific  opportunities  in  order  to  address  major 
challenges  in  aging  and  the  critical  national  needs  to  alleviate  suffering, 
disability,  and  medical  expenditures.     But  more  importantly,  our  research  is 
crucial  for  keeping  these  problems  from  increasing  in  magnitude  with  the 
"graying"  of  America.     Demographtcally ,  America  is  predicted  to  experience 
marked  growth  in  the  older  age  groups  because  of  the  maturation  of  the  baby 
boom  generation,  and  also  potentially  because  of  beneficial  changes  in  the 
personal  lifestyle  of  Americans,  including  a  more  healthy  diet,  increased 
exercise,  and  a  reduction  in  smoking.     The  demonstrated  fact  that  older  adults 
can  age  and  remain  healthy  highlights  the  challenging  need  to  identify  and 
reduce  health  risks  leading  to  disease,  disability  and  resulting  long-term 
care  requirements.    NIA-supported  studies  on  aging  have  evolved  to  a  higher 
level  of  Intensity;  now  more  than  ever  we  are  presented  with  the  opportunity 
to  promote  independence  and  reduce  disability  in  later  life. 

Statistics  on  the  growth  of  the  older  population  tell  a  compelling  story: 
currently,  more  than  30  million  persons  are  over  65  years  of  age;  about  3 
million  are  over  85  years  of  age.     This  over-85  group,  whom  we  often  call  the 
"oldest  old,"  is  the  fastest  growing  segment  of  the  American  population:  in 
1987  medical  expenses  for  this  oldest  old  group  averaged  $9,178  per  person 
with  Medicare  contributing  over  a  third  of  that  cost,  compared  to  $3,728  per 
person  in  the  age  65  to  69  group.     Unless  we  can  develop,  through  research  and 
its  benefits,  means  to  prevent  and  effectively  treat  the  major  causes  of 
disability  in  old  age,  the  total  cost  of  care  for  just  those  aged  85  and  more  ' 
are  projected  to  rise  in  real  dollars  from  the  $9.2  billion  spent  in  1987  to 
over  $50  billion  in  the  year  2040.     NIA's  ultimate  goals  of  research  are  to 
assure  independence  and  a  high  quality  of  life  throughout  the  life  span. 

As  one  of  the  highest  priorities  for  the  NIA,  research  on  Alzheimer's 
disease  will  be  supported  at  a  level  of  $155  million  in  FY  1992.     This  disease 
is  currently  responsible  for  disability  and  misery  in  up  to  four  million 
Americans  and  their  families,  costing  them  and  society  as  a  whole  well  over 
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$80  billion  in  direct  health  care  and  other  costs  annually.     The  prevalence  of 
dementia,  the  most  common  form  of  which  is  Alzheimer's  disease,  increases  with 
age;  some  recent  estimates  indicate  that  up  to  47%  of  those  over  age  85  are 
afflicted.     The  narked  growth  over  the  next  50  years  of  the  older  population 
may  result  in  up  to  a  five-fold  increase  in  dementia  patients  along  with 
associated  health-care  costs, 

•  We  have  made  significant  progress  in  understanding  this  disease. 
Researchers  investigate  and  learn  more  about  the  biochemical  defects 
responsible  for  the  diagnostic  hallmarks  of  Alzheimer's  disease- -the  amyloid 
plaques  and  the  neurofibrillary  tangles  within  the  brain.    A  recent  finding 
shows  that  a  fragment  of  the  amyloid  protein  molecule,  which  may  support  the 
growth  of  nerve  cells  at  low  concentrations,  has  at  higher  concentration  a 
major  toxic  effect  upon  nerve  cells.    Also,  genetic  studies  will  continue  to 
develop  information  on  the  association  between  two  subtypes  of  Alzheimer's 
disease  and  genes  located  on  chromosomes  19  and  21.  r'-i^ijiiii 
Regarding  progress  in  treatment,  we  recently  completed  the  patient  --^ 
accrual/data  gathering  phase  of  an  important  clinical  trial,  conducted  within 
our  Alzheimer's  Disease  Research  Centers  and  at  other  sites,  of  the  drug  known 
as  THA.     It  is  expected  that  results  will  soon  be  published  and  available  to 
the  scientific  and  medical  community.     This  well  designed  and  executed  study 
has  already  begun  to  serve  as  a  model  for  future  trials  of  new  promising 
agents.     We  also  concentrate  efforts  on  more  accurately  diagnosing  and 
assessing  the  progress  of  Alzheimer's.     Special  effort  is  being  made  to  find 
positive  markers  of  the  disease,  using  innovative  techniques  from  molecular 
biology  to  search  for  abnormalities  in  non-neural  tissue.     Researchers  are 
also  utilizing  sophisticated  imaging  techniques  to  improve  the  diagnostic 
utility  of  MRI,  PET,  and  CT  scanning.     This  will  allow  for  differentiation 
between  early  stage  Alzheimer's  and  other  neurological  and  psychiatric 
illnesses  and  better  ensure  correct  treatment  of  the  patient's  condition. 

The  burden  of  care  for  the  Alzheimer  patient  is  tremendous- -financially , 
emotionally,  and  physically.     Our  substantial  research  in  long  term  care 
demonstrates  that  such  burdens  often  make  the  caregivers  "hidden  patients," 
often  needing  outside  assistance  and  support  to  maintain  their  own  health  and 
functioning.    We  have  just  released  a  new  request  for  grant  applications  to 
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develop  more  information  on  long- terttt  *are  issues,  asking  for  systematic 
studies  of  the  benefits  of  specialized  care  units  on  dementia  patients,  family 
members,  and  health  care  administrators  and  practitioners. 

These  and  other  new  developments  in  Alzheimer's  disease  research  are 
among  those  highlighted  in  the  recently  released  second  report  of  the 
Congressionally  appointed  Advisory  Panel  on  Alzheimer's  Disease.    The  panel 
has  emphasized  the  need  and  opportunity  for  further  progress  in  understanding 
and  treating  Alzheimer's  disease- -progress  that  can  come  from  a  significant 
research  effort  on  this  dread  disorder. 

Older  persons  must  also  face  the  consequences  of  possible  physical 
frailty.     A  major  goal  of  the  NIA  is  to  develop  interventions  to  minimize  loss 
of  function  and  to  maintain  independence  at  the  maximum  level  possible.  The 
costs  of  physical  frailty  are  comparable  to  those  imposed  by  dementia- - 
estimates  range  from  $54  billion  to  over  $80  billion  per  year,  including  $24 
billion  for  health-related  services  alone.     Frailty  can  extract  such  costs 
through  fall-related  Injuries,  including  hip  fracture,  and  through  the 
consequential  loss  of  one's  ability  to  live  independently. 

As  with  dementia,  the  prevalence  of  affliction  is  especially  concentrated 
among  the  oldest  old.    But  it  is  increasingly  evident  that  people  are  never 
"too  old"  for  prevention  or  reduction  of  physical  frailty.     It  is  a 
particularly  fruitful  research  focus  because  frailty  Interventions,  such  as 
leg  strengthening  exercises,  balance  training,  and  modification  of  medication 
dosage,  have  either  been  tested  or  are  now  ready  for  testing.     As  reported  in 
June  1990,  a  notable  NIA- supported  study  of  muscle  strengthening  exercises  in 
frail  90  year-old  persons  showed  remarkable  improvement  in  muscle  strength, 
muscle  mass,  and  the  ability  to  walk.    Such  an  approach  is  at  the  heart  of 
geriatric  care;  NIA  shares  this  philosophy  on  comprehensive  rehabilitation 
with  the  new  National  Center  for  Medical  Rehabilitation  Research. 

A  series  of  clinical  trials  to  gather  definitive  information  regarding 
prevention  or  reversal  of  frailty  was  initiated  In  1990  and  will  continue 
through  1993,  including  a  special  initiative  on  frailty  in  minority 
populations.    At  this  point  we  will  choose  the  most  successful  elements  from 
the  trials  to  develop  a  comprehensive  strategy  for  reducing  frailty,  falls, 
and  other  injuries.    Another  important  step  toward  better  integrated  geriatric 
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care  occurred  with  the  1990  amendment  of  the  Public  Health  Service  Act 
authorizing  creation  of  Claude  D.  Pepper  Older  Americans  Independence  Centers. 
Because  independence  is  the  central  focus  of  the  centers,  these  studies  will 
consider  the  full  range  of  older  persons'  physical  and  mental  functional 
abilities,  not  just  the  effects  of  treatment  on  a  particular  disease.  These 
centers  also  provide  an  excellent  environment  for  Imparting  to  health 
care  professionals  strategies  for  how  to  put  these  various  frailty 
interventions  to  use.     NIA  plans  to  fund  up  to  four  of  these  Centers  in  FY 
1991. 

Early  retirement  is  one  more  issue  that  we  must  face  as  a  society  as  It 
is  now  costing  the  nation  an  estimated  $15-20  billion  annually  in  lost 
earnings,  lost  taxes,  reduction  in  saving  rates,  and  other  related  costs. 
This  continuing  trend  toward  younger  retirement  has  enormous  social  and  fiscal 
Implications.    As  directed  by  Congress,  the  NIA  has  initiated  and  with  other 
Federal  agencies  will  continue  to  support  the  Health  and  Retirement  Survey.  ;; 
This  survey  is  designed  to  provide  current  data  upon  which  to  project  possible 
social  and  fiscal  impact  from  changing  demographics  and  other  factors  on 
issues  such  as  the  Social  Security  earnings  test,  the  age  for  eligibility  for 
Social  Security  and  Medicare  benefits,  and  the  design  of  private  pension 
plans.    Already,  the  NIA  has  compiled  a  substantial  body  of  findings  on  the 
positive  effect  of  continued  work  activity  on  productivity,  health,  and  t*:? 
intellectual  functioning.  ,>  t, 

Another  priority  area  for  NIA  is  sponsorship  of  cardiovascular  research, 
particularly  how  both  "normal"  aging  as  well  as  disease  states  in  the  older 
population  affect  changes  in  the  cardiovascular  system.    Because  the  onset  of 
cardiovascular  disease  in  adults  can  be  delayed  into  later  years  through 
present  prevention  interventions,  it  is  imperative  that  we  develop  additional 
knowledge  on  cardiovascular  disease  within  older  persons.    While  we  have  made 
some  advances  in  this  area,  a  better  understanding  of  vascular  aging  and  its 
relationship  to  vascular  disease  should  lead  to  answers  to  why  arteries  become 
stiff  and  more  prone  to  atherosclerotic  disease  with  advancing  age. 
Ultimately  this  could  lead  to  the  development  of  "age-adjusted"  therapy  for 
hypertension  and  atherosclerosis. 

The  NIA  will  continue  to  emphasize  aging  research  on  issues  particularly 
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relevant  to  vomen's  health  such  as  osteoporosis,  post -menopausal  estrogen 
replacement  therapy,  and  urinary  stress  incontinence.    As  requested,  a  report 
concerning  research  on  women's  health  has  been  prepared  and  will  be  available 
to  the  Committees.     Studies  of  other-  subgroups  of  older  Americans,  including 
rural  populations  and  ethnic  minority  populations,  will  continue  to  receive 
special  attention  by  the  National  Institute  on  Aging.    For  example,  it  is 
important  to  be  able  to  recognize  that  differences  exist  in  the  use  of  health 
care  services  among  populations,  and  how  such  differences  affect  health  care 
delivery  systems. 

Basic  research  studies  into  the  biological  and  behavioral  mechanisms  of 
the  aging  process  will  continue  into  1992.    An  understanding  of  these  basic 
mechanisms  will  aid  in  identifying  appropriate  interventions  to  prevent 
disease  and  disability,  as  well  as  learn  what  ideally  could  be  expected  for 
"normal"  aging.     For  example,  we  have  learned  that  within  each  cell,  a  balance 
exists  between  genes  that  "turn  on"  cell  reproduction,  called  proliferative 
genes,  and  those  that  "turn  off"  reproduction  referred  to  as  antiproliferative 
genes.     Disruption  of  this  balance  leads  to  an  inability  to  reproduce- -which 
occurs  In  aging  cells--or  to  uncontrolled  proliferation- -as  seen  In  cancer 
cells.     Scientists  supported  by  the  NIA  are  studying  genes  that  block  cell 
proliferation  In  senescent  cells.     Knowledge  gained  from  these  studies  of 
senescent  cells  will  be  of  enormous  value  In  our  understanding  aging  processes 
and  age-related  diseases,  Including  cancer. 

Regarding  behavioral  research,  studies  have  shown  that  reduction  In  the 
visual  field  of  vision  Is  actually  amenable  to  training.    Poor  performance  In 
the  field  of  vision  test  Is  strongly  associated  with  older  adults  Involved  In 
driving  accidents,  especially  at  Intersections.    Through  development  of 
training  interventions,  there  is  now  optimism  that  accidents  can  be  reduced  in 
older  drivers,  thus  enabling  older  adults  more  years  of  safe  driving.  Further 
research,  including  hearing  studies,  should  enable  the  development  of  other 
Interventions  to  ameliorate  loss  of  function  and  independence. 

The  NIA  is  actively  supporting  research  on  aging  and  sleep,  and  provides 
key  support  for  the  Congressionally  created  National  Commission  on  Sleep 
Disorders  Research.    Because  so  many  older  persons  have  disturbances  In  sleep 
patterns,  it  is  commonly  assumed  that  loss  cf  sleep  patterns  is  simply  part  of 
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normal  aging.     But,  much  of  what  we  have  already  learned  tells  us  that  many 
sleep  disturbances  are  caused  by  conditions  sometimes  as  easy  to  reverse  as  a 
simple  adjustment  of  medication. 

A  continuing  priority  for  NIA  is  training  for  research  and  academic 
leadership  in  aging  and  geriatric  medicine,  including  particular  emphasis  on 
bringing  more  persons  from  minority  backgrounds  into  these  fields.     A  new 
initiative  we  will  continue  into  1992  is  support  for  minority  Ph.D.  candidates 
for  dissertation  studies.     We  need  to  provide  more  encouragement  and  support 
for  developing  scientists  at  every  level  of  education. 

All  programs  fostered  by  the  National  Institute  on  Aging  have  the  long- 
range  goal  of  ensuring  that  we  Americans  can  look  forward  to  a  healthier  and 
more  productive  life  into  our  older  years,  and  in  the  process,  alleviate  the 
tremendous  health  care  costs  that  threaten  to  burden  the  older  individual  and 
society  as  a  whole. 

Mr.  Chairman,  the  FY  1992  budget  request  for  the  National  Institute  on 
Aging  is  $348,558,000.     I  will  be  happy  to  answer  any  questions. 


BIOGRAPHICAL  SKETCH  OF  DR.  T.  FRANKLIN  WILLIAMS 

Birthdate:     November  26,  1921  -  Belmont,  North  Carolina 

Education:     B.S.,  University  of  North  Carolina,  1942;  M.A. ,  Columbia 
University,  1943;  M.D. ,   (Cum  Laude)  Harvard  Medical  School,  1950 

Professional  History:     1983  to  present.  Director,  National  Institute  on 
Aging,  NIH,  1983,  J.Lowell  Orbison  Alumni  Distinguished  Service 
Professor;  1982-1983,  Director  of  the  Geriatric  Unit,  Monroe  Community 
Hospital,  Rochester,  N.Y. ;  1980-1983,  Co-Director,  Center  on  Aging, 
University  of  Rochester  Medical  Center;  1968-present ,  Professor  of 
Medicine  and  of  Preventive,  Family  and  Rehabilitation  Medicine, 
University  of  Rochester;  1968-1982,  Medical  Director,  Monroe  Community 
Hospital,  Rochester,  N.Y. ;  1977,  L.S.  Mcleod  Visiting  Professor  of 
Geriatric  Medicine,  University  of  Adelaide  and  South  Australia 
Postgraduate  Medical  Education  Association;  1956-1968,  Instructor  to 
Professor  of  Medicine  and  of  Preventive  Medicine,  University  of  North 
Carolina;  1954-1956,  Fellow  in  Medicine,  University  of  North  Carolina; 
1953-1954,  Assistant  in  Medicine,  Boston  University;  1953-1954,  Senior 
Resident  Physician,  Boston  Veterans  Administration  Hospital;  1950-1953, 
Intern  and  Assistant  Resident  Physician,  John  Hopkins  Hospital;  1942- 
1943,  Assistant  in  Chemistry,  Columbia  University. 

Military  Service:  1983  to  present.  Assistant  Surgeon  General,  U.S. 
Public  Health  Service;  1943-1946,  Communication  Officer,  U.S.  Naval 
Reserve,  active  duty. 

Societies  and  Associations:     American  Association  for  the  Advancement 
of  Science  (Fellow);  American  College  of  Physicians  (Fellow);  American 
Federation  for  Clinical  Research;  American  Public  Health  Association 
(Fellow);  American  Society  of  Human  Genetics;  American  Geriatrics 
Society;  American  Diabetes  Association;  Society  for  Experimental 
Biology  and  Medicine  Rochester  Academy  of  Medicine;  New  York  and  Monroe 


1066 


County  Medical  Societies;  Gerontological  Society  of  America;  New  York 
State  Public  Health  Association;  Association  of  American  Physicians; 
Institute  of  Medicine,  National  Academy  of  Sciences;  The  Royal  Society 
of  Medicine;  and  Academia  Medicorum  Litteratorun. 

Honors  and  Awards:     Phi  Beta  Kappa;  Alpha  Omega;  Sigma  Xi;  Member, 
Institute  of  Medicine;  Dlploraate,  American  Board  of  Internal  Medicine; 
Diplomate,  National  Board  of  Medical  Examiners;  Markle  Scholar  In  the 
Medical  Sciences;  Special  Fellow,  Department  of  Physiocoloy,  Vanderbllt 
University;    Honorary  Member,  American  Academy  of  Orthopedic  Surgeons; 
and  Honorary  Doctor  of  Science,  Medical  College  of  Ohio, 

Publications :     Author  of  over  131  publications  in  journals  and  books. 

QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

Senator  Harkin.  Dr.  Williams,  we  will  submit  some  questions  to 
you  in  writing.  I  had  some  on  life  expectancy  and  a  science  article 
last  fall  that  1  wanted  to  talk  to  you  about. 

I  have  a  vote,  and  I  only  have  about  5  minutes  left  to  go  make 
it.  So,  we  will  just  dismiss  this  panel,  and  the  next  panel  can  come 
forward.  I  will  be  back  in  about  10  minutes  or  so,  something  like 
that. 

[A  brief  recess  was  taken.] 

[The  following  questions  were  not  asked  at  the  hearing,  but  were 
submitted  to  the  Department  for  response  subsequent  to  the  hear- 
ing:] 
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QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

ALZHEIMER'S 

Question.     Last  year  the  Committee  provided  a  significant 
increase  for  Alzheimer's  with  funding  for  all  of  the  several 
Institutes  at  NIH  approaching  $200  million  total  and  almost  $156 
million  at  the  National  Institute  on  Aging.     This  is  up  from  the 
$78  million  the  Institute  spent  on  Alzheimer's  in  FY  1989  and  the 
$91  million  the  Institute  spent  on  Alzheimer's  in  FY  1990.  In 
spite  of  these  increases,  I  understand  that  the  professional 
judgement  of  the  Alzheimer's  community  is  that  the  NIA  budget  for 
Alzheimer's  should  be  set  at  $290  million  in  FY  1992. 

Tell  the  Committee  what  we  are  learning  about  the  causes  and 
the  possible  cures  for  Alzheimer's.     Do  there  continue  to  be 
scientific  opportunities  in  the  Alzheimer's  field  that  should  be 
pursued  beyond  the  1992  funding  levels? 

Answer.     Research  beyond  that  planned  for  FY  1992  could  be 
pursued  in  many  aspects  of  Alzheimer's  disease  research- -basic 
biological  studies  into  its  etiology,  means  to  improve  upon  early 
diagnosis,  and  the  development  of  treatment  approaches. 

There  are  basically  two  approaches  to  the  treatment  of 
Alzheimer's  disease.     The  first  involves  slowing,  stopping,  or 
reversing  the  biological  processes  that  lead  to  the  decreased 
functioning  of  nerve  cells  by  compounds,  such  as  nerve  growth 
factor,  that  target  the  neurodegenerative  process  itself.  Only 
very  recently  has  information  become  available  which  indicates 
that  we  may  be  close  to  understanding  some  of  the  processes 
leading  to  cell  death  in  Alzheimer's  disease.     Thus,   it  may  take 
some  time  to  develop  compounds  which  are  directed  to  these 
processes. 

The  other  approach  attempts  to  increase  the  functioning  of 
Alzheimer's  disease  patients  and  ameliorate  both  the  cognitive  and 
non-cognitive  behavioral  symptoms.     This  may  be  through  drugs  or 
other  compounds  which  facilitate  the  neural  functioning  of 
remaining  neurons  or  which  bypass  the  compromised  systems,  or  by 
behavioral  methods  which  help  the  patient  use  his  or  her  available 
faculties  to  the  fullest.     NIA  is  encouraging  and  supporting  the 
discovery,  development,  and  testing  of  new  pharmacological 
treatments  and  behavioral  procedures  directed  toward  relieving  the 
symptoms  of  the  disease  and  increasing  the  functioning  of  the 
patient. 

One  area  in  Alzheimer's  disease  treatment  research  to  receive 
immediate  emphasis  would  be  preclinical  drug  studies.     Once  a 
potential  drug  is  developed,  it  must  be  carefully  tested  under 
laboratory  conditions,  often  using  animal  systems,  to  determine 
its  efficacy  before  moving  the  drug  to  clinical  trial  studies  in 
patients.     Determination  of  toxicity  after  the  biological  activity 
of  the  compound  has  been  assessed  is  a:lso  necessary. 
Toxicological  tests  must  determine  ths^t  there  are  not  likely  to  be 
immediate  or  major  deleterious  effects  on  organ  systems  before  the 
compound  can  be  given  to  humans .     the  development  of  these 
resources  would  facilitate  screening  compounds  in  animal  models 
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and  would  ensure  that  the  development  of  new  compounds  for 
treating  Alzheimer's  disease  would  proceed  to  clinical  testing  as 
rapidly  as  possible. 

Regarding  research  into  the  causes  of  Alzheimer'  disease,  it 
is  characterized  by  neuropathological  features  known  as  amyloid 
plaques  and  neurofibrillary  tangles:     these  are  abnormal  proteins 
and  are  the  central  lesions  in  the  brains  of  Alzheimer's  disease 
victims.     A  long-standing  question  has  been  whether  the  amyloid 
plaques  and  tangles  represent  causes  or  only  parallel  sjrmptoms  of 
some  undetected  disease  process.     We  are  now  approaching  the 
answer  to  this  question. 

Detailed  studies  of  two  families  in  which  Alzheimer's  disease 
is  inherited  has  revealed  a  defect  in  the  gene  for  the  precursor 
of  the  amyloid  protein.     The  significance  of  this  result  is  that 
it  is  the  first  time  any  case  of  Alzheimer's  disease  has  been 
traced  to  a  cause.     Although  this  exact  defect  probably  does  not 
cause  the  majority  of  Alzheimer's  disease,  the  significance  of 
these  recent  findings  is  that  the  amyloid  plaques  of  Alzheimer's 
disease  could  represent  the  central  causative  event  of  the 
disease.     -  ^ 

Another  unanswered  question  in  Alzheimer's  disease  is  the 
cause  of  dysfunction  and  eventual  death  of  neurons.     This  may  be 
the  most  important  issue,  since  it  represents  irreversible  damage 
to  the  brain.     Recently,  amyloid  beta  protein  was  shown  to  have 
both  growth-promoting  and  toxic  effects  on  neurons  in  cell 
culture,  depending  on  the  developmental  stage  of  the  cells  and  the 
concentration  of  the  protein. 

With  respect  to  the  early  diagnosis  of  Alzheimer's  disease, 
the  objective  is  to  develop  reliable  multi-dimensional  diagnostic 
procedures  and  instruments  for  identification.     Advances  would 
improve  the  correlation  between  clinical  signs  and  the 
neuropathology  discussed  above  and  would  allow  patients,  families, 
and  physicians  to  know  what  they  are  dealing  with  and  how  to 
better  plan  for  the  future.     Research  has  been  funded  on  the  use 
of  non- invasive  imaging  techniques  for  diagnosis  and  is  part  of  an 
overall  effort  to  support  the  development  and  improvement  of 
biological  markers  for  diagnosis  of  Alzheimer's  disease. 

' -        HEALTH  AND  RETIREMENT  SURVEY 

Question.     Last  year  the  Committee  provided  some  additional 
funding  and  urged  the  NIA  to  continue  planning  for  the  Health  and 
Retirement  Survey.     I  understand  that  the  planning  phase  of  this 
survey  is  underway  and  that  a  cohort  of  Americans  between  the  ages 
of  57  and  61  will  be  selected  and  tracked  until  their  deaths  to 
learn  of  changing  trends  in  the  older  population.     What  important 
findings  does  the  Institute  expect  to  learn  from  this  survey? 

Answer.     An  award  for  a  cooperative  agreement  was  made  in 
September  1990  to  the  University  of  Michigan  to  support  the  Health 
and  Retirement  Survey.     The  first  year  of  the  study  includes  an 
Intensive  planning  phase,  and  the  study  is  now  five  months  into 
that  phase.     The  first  meeting  of  the  monitoring  committee  was 
held  March  5.     The  survey  will  likely  focus  on  individuals  who  are 
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initially  between  the  ages  of  51  (or  53)  and  61.     About  8,000 
households  will  be  included  in  the  survey,  yielding  a  sample  of 
about  14,000  persons.     The  first  interviews  for  this  study  are 
planned  for  April  1992. 

This  study  will  provide  policy-makers  and  researchers  with 
important  and  timely  information  concerning  the  role  of  key 
factors  affecting  the  causes  and  consequences  of  retirement. 
Included  in  the  study  will  be  questions  regarding  health  condition 
and  disability  status,  work  history,  economic  situation,  pension 
policies,  employer  retirement  incentives,  family  structure  and 
family  responsibilities.     Researchers  will  be  able  to  model  the 
retirement  decision-making  process  with  data  from  this  study. 
Much  needed  information  focusing  on  the  causes  and  consequences  of 
retirement  for  women  and  minority  groups  will  be  collected  as  part 
of  this  study. 

As  findings  emerge  they  will  provide  the  necessary 
information  base  for  federal  and  private  sector  retirement 
policies.     They  will  assist  in  evaluating  current  policies  aimed 
at  allowing  those  who  wish  to  continue  working  to  have  the  maximum 
opportunity  to  do  so.     Retirement  decisions  can  affect  activities 
and  financial  resources  for  up  to  three  decades  beyond  the  date  of 
retirement.     The  study  will  provide  data  on  how  people  are  making 
these  decisions  today  in  light  of  increased  longevity  and  risk  for 
I'   long  term  disability. 

Question.     Could  this  same  survey  or  study  be  conducted  just 
as  appropriately  by  the  Agency  for  Health  Care  Policy  and 
Research? 

Answer.     The  focus  of  this  study  includes  the  role  that 
health  care  plays  on  the  decision  to  retire  and  the  consequences 
of  retirement  for  an  individual  and  his  or  her  family;  however, 
the  scope  of  this  study  encompasses  numerous  economic  components 
in  addition  to  health  care.     It  is  broader  and  different  than  the 
usual  research  supported  by  the  Agency  for  Health  Care  Policy  and 
Research,  although  any  comments  from  the  agency  regarding  the 
planning  or  implementation  of  the  study  would  be  welcomed.  This 
study  requires  special  expertise  in  areas  such  as  retirement, 
public  and  private  pensions,  labor  market  behavior  of  older 
workers,   savings  for  retirement,  migration,  housing,  work-related 
disability,   aging,  and  psychosocial  characteristics  of 
respondents . 

The  initial  plans  for  the  survey  were  fully  discussed  with 
other  federal  agencies  and  a  special  meeting  of  the  Federal  Forum 
on  Aging-Related  Statistics  was  held  to  discuss  the  survey;   it  was 
decided  that  NIA  should  conduct  the  study.     Other  federal  agencies 
directly  involved  with  planning  the  study  and  represented  on  the 
Health  and  Retirement  Survey  Monitoring  Committee  include  the 
Social  Security  Administration,   the  National  Center  for  Health 
Statistics,  and  the  Office  of  Assistant  Secretary  for  Planning  and 
Evaluation,  DHHS .     Agencies  providing  technical  assistance  include 
•the  Health  Care  Finance  Administration,  the  Pension  and  Welfare 
Agency  and  the  National  Institute  for  Occupational  Safety  and 
Health. 
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CANCER 

Question.     Dr.  Williams,   I  understand  that  there  are 
important  connections  between  cancer  and  the  aging  process.  And 
as  you  know  the  cancer  incidence  rate  in  older  Americans,  those 
over  65,   is  increasing.     What  can  you  tell  us  about  the  special 
problems  of  the  elderly  with  regard  to  cancer,  and  what  are  the 
connections  between  cancer  and  the  aging  process? 

Answer.     Cancer  is  a  major  cause  of  disability  and  death  in 
older  people.     Certain  cancers,  e.g.  prostate,  pancreatic  and 
gliomas,  are  very  rare  in  young  persons  but  quite  common  in  the 
older  population.     Recent  studies  using  newer  diagnostic 
techniques  suggest  that  brain  and  prostate  cancer  are  five  times 
as  common  as  previously  thought.     With  respect  to  treatment,  there 
is  a  reluctance  to  use  therapeutically  effective  levels  of 
chemotherapy  in  the  older  patient  due  to  a  concern  that  older 
people  cannot  safely  tolerate  the  levels  which  have  been  shown  to 
be  effective  in  younger  individuals;   indeed,  cancer  exacerbates 
most  other  physical  and  mental  disabilities.     As  persons  age,  the 
risk  of  cancer  increases.     Approximately  55  percent  of  all  cancers 
occur  in  the  age  group  65  years  or  older;  66  percent  of  all  cancer 
deaths  occur  in  this  age  group.     Because  the  aged  segment  of  the 
population  is  expanding,  a  high  potential  exists  for  even  more 
persons  to  be  affected  by  cancer  just  in  terms  of  sheer  numbers. 

It  is  not  clear  why  cancer  rates  increase  so  rapidly  with 
age.     Multiple  factors  are  thought  to  be  involved,  including  the 
longer  exposure  to  carcinogens,  a  decline  in  the  body's  ability  to 
resist  carcinogens  and  to  repair  DNA,  and  the  immunodeficiencies 
which  develop  with  aging.     There  is  also  a  strong  link  between 
cellular  senescence  and  cancer.     At  the  cellular  level,  aging  and 
cancer  can  be  considered  to  be  opposite  sides  of  the  same  coin  in 
the  sense  that  the  finite  capacity  of  a  differentiated  cell  to 
proliferate  is  both  a  cellular  manifestation  of  organismal  aging 
and  a  restraint  to  tumor  progression.     Gerontological  research  in 
this  area  has  led  to  the  identification  of  at  least  four  genes  in 
human  cells  which  prevent  uncontrolled  proliferation  of  cells. 
Furthermore,   it  has  been  shown  that  the  senescent  cell  produces 
proteins  which  inhibit  the  continued  proliferation  of  tumor  cells. 
Some  biochemical  processes  known  to  be  essential  for  cell 
proliferation  have  now  been  shown  to  be  inhibited  or  absent  in 
senescent  cells,  providing  the  first  molecular  glimpses  of  the 
altered  cell  proliferation  machinery  in  senescent  cells.     If  we 
could  manipulate  this  cell  machinery  in  tumor  cells  in  a  similar 
way,  we  could  then  slow  or  even  stop  tumor  progression. 

Little  research  is  currently  directed  toward  cancer  and 
aging,  but  it  is  an  enormously  important  area  in  which  much  could 
be  done.     Animal  studies  have  shown  that  reduction  of  total 
caloric  intake  greatly  delays  or  even  eliminates  a  variety  of 
tumors  in  cancer  prone  animals .     The  NIA  intramural  research 
program  is  investigating  tumor  growth  and  metastasis  in  animals 
and  has  developed  model  systems  which  should  aid  in  determining 
the  basic  mechanisms  of  tumor  growth  of  specific  age-onset 
cancers.     In  addition,  a  recent  collaborative  study,  tapping  the 
unique  resources  of  the  Baltimore  Longitudinal  Study  of  Aging 
(BLSA)--a  bank  of  biological  samples  and  comprehensive 
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longitudinal  health  data- -has  demonstrated  that  long  term  trends 
in  prostate  specific  antigen  may  be  useful  as  an  early  marker  of 
prostate  cancer.     There  are  comparable  opportunities  to  conduct 
"instantaneous  BLSA  longitudinal  studies"  of  markers  for  certain 
other  cancers  (breast,  colon)  which,  if  successful,  may  allow 
early  detection  and  prevention.     The  stage  has  been  set  for  a 
major  new  NIA  intramural  initiative  on  cancer  and  aging  to  be 
pursued. 

Data  on  the  influence  of  aging  on  cancer  patient  management 
are  limited.     The  NIA  is  particularly  interested  in  promoting 
research  to  further  the  understanding  of  relationships  between  the 
processes  of  aging  and  cancer  at  the  level  of  the  organ  system  for 
the  tumors  that  most  heavily  afflict  older-aged  persons,  such  as 
cancers  of  the  prostate,  breast,  colon,  rectum,  ovary,  and  urinary 
bladder.     For  some  malignancies,  older-aged  persons  are  more 
likely  to  be  initially  diagnosed  with  a  later  stage  of  disease 
than  younger  persons.     Older-aged  persons  are  also  likely  to  have 
concomitant  chronic  diseases  and/or  disabling  conditions  in 
conjunction  with  the  diagnosis  of  cancer  that  may  present 
clinicians  with  unique  treatment  situations  such  as  potential  for 
drug-drug  interactions  and  masked  features  of  adverse  conditions. 
Knowledge  derived  from  the  studies  of  younger  patients  with  cancer 
may  not  be  generalizable  to  older-aged  individuals'  needs  because 
of  any  number  of  complicating  age-related  factors.  Behavioral 
issues  in  cancer  screening  and  early  detection  also  warrant 
special  consideration  for  older  people.     For  example,  older  women 
are  less  likely  than  younger  women  to  perform  breast  self  exams 
although  they  are  at  higher  risk  of  cancer.     NIA  initiatives 
related  to  behavioral  and  psychosocial  aspects  of  cancer  and  aging 
include  the  July  1990  Forum  on  Breast  Cancer  Screening  for  Older 
Women  and  a  forthcoming  workshop  on  older-aged  cancer  survivors. 

Researchers  and  clinicians  working  in  the  areas  of  aging  and 
cancer  are  confronting  the  many  challenges  and  complexities  of 
interrelationships  between  problems  of  old  age  and  cancer.  The 
burgeoning  growth  of  the  older -aged  segment  of  the  population,  the 
intensity  of  health  care  resources  used  by  older  individuals,  the 
lack  of  information  specific  to  the  natural  history  of  tumors  in 
the  aged,  and  the  effects  of  prevention  and  treatment  practices  on 
the  older-age  person  with  cancer  combine  to  create  an  urgent  need 
for  a  special  focus  on  aging  and  cancer.    Therefore,  the  NIA  is 
committed  to  developing  new  information  in  clinical  medicine  and 
in  the  basic  sciences  applicable  to  the  aging/cancer  interface. 
This  past  year,  a  senior  position  was  established  in  the  NIA  to 
provide  additional  liaison  and  consultation  on  the  relationship 
between  aging  and  cancer,  and  to  address  the  urgency  and  national 
interests  in  this  area.    This  position  provides  for  the  liaison 
with  the  National  Cancer  Institute  (NCI),  other  federal  agencies, 
and  organizations  in  the  private  sector  such  as  the  American 
Cancer  Society  and  the  Association  of  American  Cancer  Institutes 
to  promote  research  and  other  activities  (information  transfer)  in 
such  diverse  scientific  areas  as  geriatric  medicine,  oncology, 
biology,  and  epidemiology.     The  NIA  and  NCI  staff  are  currently 
working  together  to  sponsor  activities  such  as  conferences  and 
workshops  to  promote  high  quality  research  on  the  many 
interactions  between  cancer  and  aging. 
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THA  ALZHEIMER'S  TRIAL 

Question.     Starting  several  years  ago  the  NIA  funded  a  THA 
trial  which  was  to  determine  the  effects  of  the  drug  on  enhancing 
memory.     I  understand  the  study  has  been  completed.     Have  the  data 
and  the  findings  been  released  yet? 

Answer.  This  study  has  been  completed,  and  the  full  results 
are  being  prepared  for  publication  which  we  expect  to  be  in  late 
spring  to  summer  of  1991,  A  portion  of  the  results  has  been 
analyzed  independently  by  Warner-Lambert,  the  co- sponsors  of  the 
study,  and  results  from  that  analysis  were  presented  to  the  Food 
and  Drug  Administration  (FDA)  for  regulatory  purposes  as  part  of 
the  company's  process  for  seeking  approval  to  market  THA. 

.  —  .     CLAUDE  PEPPER  OLDER  AMERICANS  INDEPENDENCE  CENTERS 

Question.     Last  year  the  Committee  asked  that  at  least  5 
Claude  Pepper  centers  be  established.     How  many  do  we  now  have  in 
operation  and  what  is  the  research  focus  of  these  centers? 

Answer.     A  Request  for  Applications  for  these  Centers  was 
issued  on  February  15,  1991,  and  applications  are  due  on  May  17, 
1991.     Testing  interventions  to  maintain  or  increase  independence 
of  older  persons  is  a  central,  required  component  of  these 
Centers.     Other  key  aspects  of  the  Centers  include  career 
development  of  new  investigators  to  test  further  interventions  to 
increase  independence,  and  information  dissemination  to  translate 
research  results  of  the  Centers  into  health  care  practice.  We 
expect  to  make  three  or  four  awards  at  the  end  of  FY  1991. 
Approximately  twenty  applications  are  anticipated. 

Based  on  contacts  between  prospective  applicants  and  NIA 
staff,  we  expect  that  several  will  propose  testing  of 
interventions  to  increase  muscle  strength,  mobility,  balance 
and/or  endurance  in  frail  older  persons  through  exercise, 
administration  of  growth  hormone  or  other  trophic  factors,  or  the 
combination  of  both.     Prospective  applicants  have  also  proposed 
numerous  other  important  interventions,  including  techniques  to 
prevent  disabling  falls,  preventing  institutionalization  by 
improved  identification  and  treatment  of  health  problems  in  frail 
older  persons,  reducing  disability  from  cardiovascular  disease 
through  better  drug  treatment,  preventing  dehydration, 
malnutrition,  and  their  debilitating  consequences  (common  problems 
among  frail  older  persons),  and  better  treatments  for  urinary 
incontinence. 

GERONTOLOGICAL  RESEARCH  AND  LIFE  EXPECTANCY 

Question.     According  to  research  published  in  Science  this 
past  fall,  University  of  Chicago  scientists  have  determined  that 
it  is  highly  unlikely  that  Americans'  life  expectancy  will  ejcceed 
age  85,  even  if  cancer  and  other  life  -  threatening  diseases  are 
eradicated.     Are  you  familiar  with  this  research? 

Answer.     The  research  referred  to  concludes  "that  life 
expectancy  should  not  exceed  85  years  at  birth  or  35  years  at  age 
50  unless  major  breakthroughs  occur  in  controlling  the  fundamental 
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rate  of  aging."    The  authors  however  suggest  that  "major  advances 
in  genetic  engineering  and  new  life-extending  technologies  are 
forthcoming,  and  these  will  be  followed  by  commensurate  declines 
in  mortality  and  extensions  of  longevity."     Finally,  the  authors 
recommend  that  "the  time  has  come  for  a  shift  toward  ameliorating 
the  non- fatal  diseases  of  aging." 

Question.     What  implications  do  these  findings  have  for  NIA's 
research  agenda,  specifically  research  that  attempts  to 
distinguish  between  aging  and  age-related  diseases  such  as 
Alzheimer's  disease? 

Answer.     At  least  one  major  breakthrough  has  already  occurred 
in  this  research.     This  discovery  is  that  when  you  restrict  the 
intake  of  calories  by  rodents  to  30-40  percent  below  what  these 
animals  would  normally  eat  they  live  longer  and  are  healthier. 
The  importance  of  this  provocative  finding  cannot  be 
underestimated:     decreasing  the  rate  of  aging  delays  the  age  at 
which  debilitating  illnesses  strike.     Experimental  animals  in 
which  aging  processes  have  been  retarded  are  healthier,  more 
active,  and  more  often  disease -free  than  animals  half  their  age. 
These  animals  are  not  decrepit,  diseased  animals  that  simply  live 
longer.     Observations  in  mice  suggest  that  as  few  as  3-7  genes  can 
double  the  healthy  lifespan.     The  methods  that  researchers  have 
used  to  retard  aging,  such  as  very  stringent  diets  and  generations 
of  selective  breeding,  cannot  be  directly  applied  to  people. 
Therefore,  basic  gerontological  research  is  essential  if  we  are  to 
understand  how  these  methods  work  in  animals,  learning  which 
genes,  which  hormones,  which  cell  types  make  the  difference 
between  mice  that  live  two  years  and  those  that  live  four  years, 
and  seeing  whether  the  basic  aging  processes  in  humans  can  also  be 
altered. 

The  realization  that  the  normal  aging  process  itself  is 
linked  to  diseases  of  old  age  carries  profound  implications 
concerning  the  role  of  basic  research  in  improving  the  quality  of 
life  for  the  elderly.     The  U.S.  currently  spends  billions  of 
dollars  on  caring  for  people  who  suffer  from  age -dependent 
diseases.     Yet  if  we  could  produce  even  a  small  change  in  the  rate 
of  aging,  we  would  postpone  the  age  at  which  these  illnesses 
strike.     Interventions  in  basic  aging  processes  would  lengthen  the 
healthy  lifespan  as  effectively  as  "cures"  for  Alzheimer's 
dementia,  heart  diseases,  osteoporosis  and  cancer.     With  very  rare 
exceptions,  thirty-year  old  people  do  not  lose  their  memories  to 
Alzheimer's,  do  not  have  heart  attacks  due  to  advanced 
atherosclerosis,  do  not  fracture  their  hips  if  they  fall,  do  not 
die  when  they  catch  the  flu,  are  not  confined  to  their  homes  by 
painful  arthritis.     Yet  all  thirty-year  olds  are  experiencing  the 
processes  of  aging  as  well  as  the  cumulative  effects,  positive  and 
negative,  of  life  style  and  environmental  exposures  that  will  turn 
them  into  people  who  are  vulnerable  to  all  of  the  conventional 
diseases  and  more. 

We  can  now  set  ourselves  the  realistic  goal  of  learning  how 
slowing  the  rate  of  aging  by  caloric  restriction  works  in  animals, 
and  whether  the  processes  involved  can  be  safely  altered  in 
humans .     Modern  molecular  techniques  have  suddenly  allowed  us  to 
ask  and  solve  problems  that  seemed  hopelessly  complicated  even 
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five  years  ago.     Like  other  kinds  of  basic  science,  basic  aging 
research  is  likely  to  produce  unanticipated  benefits.     But,  in 
addition,  fundamental  progress  in  our  understanding  of  aging  is 
likely  to  lead  to  understanding  of  all  the  age-dependent  diseases. 

^'  CLINICAL  TRIALS  ON  ALZHEIMER'S  DISEASE 

Question.     Dr.  Williams,  according  to  a  recent  report  by  the 
Battelle  Research  Center,  if  we  are  able  to  develop  some  promising 
new  drugs  for  Alzheimer's  we  could  reduce  the  number  of  severe 
cases  of  the  disease  by  395,000  over  the  next  25  years.     At  the 
same  time,  we  would  save  about  $68  billion  in  direct  care  costs. 

Last  year,  this  Subcommittee  specifically  earmarked  funds  for 
clinical  trials  to  test  some  of  the  more  promising  drugs.  We  want 
to  be  certain  that  you  move  ahead  as  quickly  as  possible. 

How  soon  can  we  expect  actual  drug  testing  to  be  underway? 

Answer.     The  Request  for  Applications  for  the  clinical 
studies  was  issued  on  March  8,  1991,  and  the  date  for  receipt  of 
applications  is  May  21.     Review  will  take  place  during  the  summer, 
and  funding  will  be  on  or  before  September  30.     Drug  testing  will 
begin  soon  after  the  award  is  made .     We  do  not  expect  to  have 
results  to  report  until  at  least  one  year  after  testing  begins. 

Question.     In  your  professional  judgement,  when  might  we 
expect  some  results  from  the  trials? 

Answer.     It  is  doubtful  that  reliable  results  will  be 
available  prior  to  one  year  after  testing  begins,  but  a  realistic 
timetable  is  within  one  to  two  years. 

Question.     On  March  15,  the  FDA  is  scheduled  to  make  an 
announcement  concerning  THA,  a  drug  that  your  Institute  helped 
test.     Can  you  give  us  some  indication  of  what  will  be  said?  Can 
we  hold  out  some  hope? 

Answer.     The  results  from  the  FDA  hearing  have  been  widely 
disseminated  in  the  news  media.     The  committee  did  not  recommend 
approval  of  Warner-Lambert ' s  request  for  a  New  Drug  Application 
(NDA)  for  THA.     To  approve  an  NDA,  the  FDA  requires  two  studies 
with  findings  supporting  the  efficacy  of  the  drug.     Two  studies 
supporting  the  efficacy  of  THA  (the  NIA  supported  clinical  trial 
and  an  English  clinical  study  supported  by  Warner-Lambert)  were 
submitted  to  the  committee,  however,  the  committee  did  not  accept 
the  English  study  as  scientifically  and  methodologically  adequate. 
The  committee  did  accept  the  NIA  supported  clinical  trial  of  THA 
as  methodologically  sound  and  supporting  the  efficacy  and  safety 
of  the  drug.     While  during  the  course  of  the  hearing  the  committee 
congratulated  NIA  on  its  leadership  and  efforts,   the  committee  did 
not  recommend  approval  of  THA  because  it  lacked  a  second  positive 
clinical  trial.     It  is  expected  that  upon  further  testing,  the 
company  will  have  another  opportunity  to  request  approval.  The 
NIA  stands  ready  to  cooperate  with  FDA,  Warner-Lambert,  the 
scientific  community,  and  the  families  to  expedite  the  process  of 
determining  whether  the  drug  is  safe  and  effective. 
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Research  efforts  stimulated  by  the  NIA  are  proving  to  be  the 
basis  for  the  development  of  new  treatments  for  AD.  Currently, 
more  than  40  existing  drugs,  compounds,  and  blologlcals  have  been 
proposed  or  suggested  as  treatments  for  AD.     At  this  time, 
however,   there  are  no  drugs  or  compounds  available  that  offer  the 
hope  of  curing  or  of  permanently  altering  the  course  of  this 
disease.     On  the  other  hand,  drugs  that  can  ameliorate  the 
symptoms  of  the  disease,  even  for  a  short  time,  will  still  be 
worthwhile  since  such  agents  may  provide  a  welcomed  relief 
psychologically  and  financially  to  the  victims  and  their  families. 
The  current  generation  of  potential  treatments  focus  upon  the 
replacement  of  transmitter  deficits  found  in  AD.     New  generations 
of  treatments  will  focus  upon  nerve  growth  factors,  calcium 
channel  blockers,  metabolic  enhancers,  transport  mechanisms  for 
the  efficient  delivery  of  drugs,  regulators  of  gene  expression, 
and  more.    While  effective  treatments  for  some  groups  of  patients 
may  be  developed  within  the  next  five  to  ten  years ,  at  the  present 
stage  of  knowledge,  long- lasting  cures  for  large  groups  of 
patients  will  require  more  time  and  more  research. 

OLDEST  OLD  • 

Question.     The  oldest  old  (those  age  85  and  older)  is  the 
fastest  growing  age  segment  of  the  population,  and  you  have 
reported  that  this  group  may  grow  more  rapidly  than  official 
estimates.     What  is  the  latest  information  on  these  projections? 

Answer.     The  85  and  older  population  continues  to  be  the 
fastest  growing  age  group  in  the  United  States.  Population 
projections  anticipating  the  size  of  the  oldest  old  are  dependent 
upon  assumptions  about  the  changing  force  of  mortality  at  advanced 
old  age.     Projections  continue  to  vary  widely  depending  on  the 
assumptions  employed.     The  projections  developed  by  the  Bureau  of 
the  Census  have  underestimated  the  size  of  the  oldest  old 
population,  due  in  part  to  the  unexpected  decrease  in  mortality 
among  persons  age  65  and  older  over  the  past  30  years.     A  number 
of  researchers  have  developed  forecasts  that  far  exceed  the  Census 
Bureau's  high  range  projections  for  the  middle  of  the  next 
century.     One  of  these  projections,  using  a  modelling  or 
simulation  method,  has  forecast  that  healthier  life  styles,  such 
as  greatly  reduced  smoking,  hypertension,  cholesterol,  etc.,  could 
plausibly  result  in  some  40-60  million  people  over  age  85  in  year 
2050  or  2060.     It  is  important  to  remember  that  this  is  an 
extreme,  and  not  necessarily  the  most  likely,  projection. 

Researchers  have  not  yet  been  able  to  fully  explain  the 
reasons  for  the  recent  improvements  in  life  expectancy  at  age  65 
and  older.     Further,  we  do  not  know  if  the  same  rate  of  decline  in 
mortality  rates  will  continue  among  America's  elderly.  Therefore, 
population  projections  of  the  size  of  the  85  plus  population  vary 
widely.     As  important  as  it  is  to  accurately  project  the  number  of 
oldest  old  over  the  next  decades,  we  desperately  need  Information 
about  the  likely  health  status  and  functional  status  of  the  oldest 
old.     Will  Increases  in  life  expectation  translate  into  more  years 
of  healthy,  active  life  or  more  years  of  life  in  a  disabled  state? 
NIA  supports  research  in  projecting  active  life  expectancy  to 
assist  program  planners  and  policy  makers  in  anticipating  the 
future  need  for  social  services,  hospital  and  nursing  home  beds, 
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conununity  housing  options,  and  income  security  programs  for  the 
oldest  old.     Continued  research  in  this  important  area  should 
unlock  the  mystery  of  recent  improvements  in  life  expectancy  among 
the  elderly  and  should  improve  the  accuracy  of  population 
projections  for  the  oldest  old. 

Question.     The  Committee  strongly  encouraged  the  NIA  to 
undertake  a  demographic  research  program  on  the  oldest  old  with 
special  emphasis  on  a  study  that  focuses  on  those  who  are 
relatively  robust  or  capable  of  regaining  function.     What  progress 
have  you  made  on  this  study?    Will  any  additional  resources  be 
needed?    Will  the  study  include  adequate  numbers  of  the  black 
oldest  old? 

Answer.     A  study  on  the  robust  population  age  85  and  older, 
those  capable  of  regaining  physical  functioning,  may  lead  to 
insights  into  ways  to  modify  the  course  of  disability.     As  part  of 
the  enhancement  of  the  demographic  research  program  such  a  study 
is  under  discussion,  although  the  age  limit  may  be  dropped  from 
age  85  to  age  75  to  include  a  comparison  group  for  the  85  plus 
group  and  also  to  follow  these  people  through  subsequent 
interviews,   if  possible. 

During  the  planning  stages  for  this  study,  a  number  of 
opportunities  have  surfaced  which  would  allow  NIA  to  take 
advantage  of  other  planned  research  activities  to  minimize  the 
cost  of  this  study  while  enhancing  data  collection  procedures. 
For  example,   the  National  Institute  on  Aging/Health  and  Retirement 
Survey  Monitoring  Committee  Meeting  of  March  5,  1991  included  a 
discussion  of  the  opportunity  to  save  a  substantial  amount  of 
money  by  taking  advantage  of  the  Health  and  Retirement  Study  (HRS) 
sampling  frame.     In  order  to  locate  the  8,000  households 
containing  a  person  between  the  ages  of  51-61  for  the  HRS,  many 
households  will  be  screened  containing  persons  age  75  and  older. 
The  persons  age  75  and  older  will  be  inappropriate  for  the  HRS  but 
appropriate  for  a  study  of  the  robust  oldest  old. 

'^'^     The  National  Center  for  Health  Statistics  (NCHS)  is  currently 
planning  a  second  cohort  of  the  Longitudinal  Survey  on  Aging 
(LSOA) ,  and  it  may  be  possible  to  have  the  data  collection  for 
both  the  study  of  the  robust  oldest  old  and  the  new  LSOA  cohort 
conducted  by  the  same  organization.     Discussions  along  these  lines 
will  continue  between  NIA  and  NCHS. 

NIA  has  allocated  funds  to  begin  designing  the  survey;  plans 
are  to  ensure  inclusion  of  adequate  numbers  of  underrepresented 
groups.     The  cost  of  the  study  is  dependent  upon  the  actual  design 
of  the  survey.     It  is  certain  that  we  will  need  to  "over-sample" 
households  to  ensure  inclusion  of  sufficient  numbers  of  under- 
represented  groups,  such  as  oldest  old  Black  males. 


QUESTIONS  SUBMITTTED  BY  SENATOR  DALE  BUMPERS 

INTERGENERATIONAL  RELATIONSHIPS 

Question.     As  you  are  well  aware,  the  family  is  the  major 
source  of  support  for  older  Americans.     However,  current  trends  in 
fertility,  divorce  and  women  working  outside  the  home  are 
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affecting  the  family's  ability  to  sustain  this  support.     Is  the 
NIA  funding  any  research  on  families,  intergenerational 
relationships,  and  women's  roles? 

Answer.     For  people  of  all  ages,   few  relationships  are  as 
important  to  individuals  as  the  social,  emotional,  and  economic 
ties  linking  family  members.     Research  supported  by  the  NIA  can  be 
illustrated  by  four  types  of  studies,  as  follows: 

o  Family  Life,  Well-Being,  and  Abuse.     Despite  all  the 
changes  often  described  as  "weakening"  the  family,  many  studies 
demonstrate  that  kinship  solidarity  has  certainly  not  altogether 
disappeared.     For  example,  sibling  relationships  are  important 
ties  that  extend  into  older  ages  and  are  an  alternate  source  of 
assistance  for  childless  older  people.     On  the  whole,  older  people 
are  themselves  active  participants  in  the  kinship  network:  late 
into  old  age,  parents  contribute  money  and  resources  to  adult 
children.     Even  divorce  has  some  positive  consequences.  Where 
couples  in  the  middle  generation  are  divorced,   the  relationship 
between  maternal  grandparents  and  grandchildren  becomes  deeper  and 
stronger,  although  relationships  on  the  paternal  side  become 
weaker.     At  the  same  time,  research  also  examines  family  conflict, 
since  mistreatment  and  exploitation  of  one  generation  by  another 
are  growing  national  and  research  concerns.     One  of  the  few  NIA- 
supported  studies  of  elder  abuse  prevalence  estimated  an  overall 
maltreatment  rate  of  32  elderly  persons  per  1000.     Family  violence 
is  a  neglected  research  area  in  aging,  and  NIA  has  developed  new 
initiatives  to  increase  studies  of  the  causes  and  possible 
treatment  of  elder  abuse. 

o  Family  Caregiving  and  Intergenerational  Exchange.  Families 
are  the  preferred  source  of  long  term  care  for  frail  elders.  For 
program  planning  purposes  at  the  community  level  it  is  important 
to  better  understand  caregiving  roles  of  different  family  members - 
-i.e.,  daughters,  sons,  etc.     Women,  often  adult  daughters,  are 
the  primary  family  caregivers.     Studies  of  the  burdens  of  family 
caregiving  include  development  of  interventions  to  alleviate 
caregiver  strain.     Given  suitable  community  supports,  family 
members  can  find  their  responsibilities  rewarding.     For  example,  a 
majority  of  adult  daughters  caring  for  their  widowed  mothers 
reported  that  the  caregiving  relationship  positively  affected  the 
mother- daughter  bonds.     To  explore  societal - level 

intergenerational  exchanges,   the  NIA  continues  to  support  several 
studies  under  the  1989  RFA  on  Intergenerational  Relationships 
which  use  national  data  to  examine  such  exchanges.  Commanding 
additional  attention  is  the  question  whether  interventions  to 
increase  provision  of  community  services  will  reduce  the  help 
currently  provided  by  family  caregivers,  since  possible 
"substitution"  is  a  major  consideration  in  forming  public  policy. 

o  Changing  Women's  Roles.     As  women  have  been  entering  the 
labor  force  in  dramatically  increasing  numbers,  they  are 
contributing  to  the  economic  security  of  family  members  of  all 
ages.     However,  this  trend  raises  critical  questions  as  to  their 
availability- -and  indeed  their  own  stamina- -as  family  caretakers. 
Some  women  in  the  middle  generation,   if  employed,  are  vulnerable 
I    to  the  strains  of  balancing  competing  responsibilities  for  child 
care,  career,   family  life,  and  care  of  aging  parents.     One  recent 
longitudinal  study  has  shown  a  certain  longevity  advantage  for 
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working  women  compared  with  those  not  working  outside  the  home; 
but  serious  issues  of  the  health  consequences  of  combining  paid 
work  and  family  care  remain  to  be  studied.     Several  studies  have 
postulated  emergent  changes  in  the  traditional  patterns  of 
caretaking,   so  that  men  might  share  more  equally  with  women  in 
personal  care  for  older  family  members.     However,  most  findings 
confirm  that  men  remain  more  limited  in  thdir  caretaking 
responsibilities  than  women.     As  these  changes  continue,  they 
require  regular  tracking  through  research  that  can  specify  the 
implications  for  the  support  needs  of  older  Americans. 

o  Family  Life  and  Minority  Aging.     NIA-supported  research  on 
African  Americans  suggests  that  the  extended  family  (sisters, 
aunts,  cousins)  and  non- relatives  provide  considerable  support  for 
older  Blacks.     Older  Black  women  contribute  significantly  to  their 
families,  and  to  the  extended  community,  by  caring  for  children  in 
the  absence  or  worktime  of  the  mothers,  many  of  whom  are  single. 
The  families  of  minority  older  people  are  also  changing.     An  NIA- 
supported  study  showed  that  three-generational  relationships  were 
complicated  by  language  differences  because  English-speaking 
grandchildren  had  difficulty  communicating  with  their  Spanish- 
speaking  grandparents.     Among  Asian  elders,   clear  differences  have 
been  found  between  Koreans  and  Chinese  in  preferences  and 
expectations  for  family  care.     Research  on  such  differences  is 
critical  for  optimal  program  planning  at  the  community  level. 

o  Future  Directions.     The  research  currently  supported  points 
to  significant  unanswered  questions  about  family  life  for  older 
people.     Issues  of  generational  equity  necessitate  increased 
national -level  studies,  while  concerns  for  continued  family 
solidarity  and  conflict  are  important  for  individual  well-being. 
The  rapid  changes  in  women's  roles  as  well  as  family  structure  are 
related  to  ability  to  plan  for  the  long  term  care  of  frail  elders. 

HEALTH,  BEHAVIOR,  AND  INDEPENDENCE 

Question.     The  Senate  has  directed  NIH  to  expand  its  research 
on  health  and  behavior.     This  committee  directed  NIA  to  expand  its 
research  to  "1)  gain  a  better  understanding  of  how  older  Americans 
and  their  families  cope  with  life  stress,  chronic  conditions  and 
disabilities;  2)  study  how  social  circumstances,  ethnicity,  gender 
and  age  alter  health  risks;  and  3)  develop  and  test  interventions 
that  improve  the  health  and  independent  functioning  of  older 
adults."    How  is  NIA  responding  to  this  directive,  and  are  there 
any  barriers  to  implementing  an  expanded  program  of  research  on 
these  important  issues? 

Answer.     Medical  care  alone  will  not  eliminate  the 
devastating  impact  of  chronic  illness  and  disabilities  faced  by 
many  older  people  and  their  families.     Behavioral  and  social 
factors  play  a  major  role  in  health  and  well-being.     NIA  has 
developed  a  focused  research  agenda  to  understand  the 
interrelationships  of  health  and  behavior  in  the  middle  and  later 
years.     In  addition,  although  much  dependence  is  related  to 
chronic  diseases  which  are  not  yet  completely  curable  or 
preventible,  research  has  identified  many  possibilities  for 
improving  the  independence  of  older  persons. 
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o  Coping  with  Chronic  Conditions  and  Disabilities,  NIA 
research  Includes  studies  of  how  factors  such  as  health  practices, 
sense  of  personal  control,  and  coping  styles  mediate  the 
consequences  of  general  dependency  as  well  as  specific  conditions 
(e.g.  cancer,  arthritis,  and  Alzheimer's  disease).  Also 
investigated  are  the  interrelationship  of  individual 
characteristics  with  social  circumstances  including  economic 
status,  social  support,  and  living  environments.     Because  families 
are  the  primary  caregivers  for  older  people,  special  attention  is 
given  to  research  on  family  and  Intergenerational  relationships. 

o  Social  Influences  on  Health  Risk.     NIA  places  specific 
emphasis  on  studies  of  ethnic  and  cultural  variations  in  health 
behaviors.     Also  highlighted  are  other  populations  such  as  women, 
the  oldest  old,  and  rural  older  people  which  are  believed  to  have 
unique  health  needs  and  behavior  patterns.     For  example,  one  NIA 
study  identified  differences  among  Black,  Hispanic,  and  non- 
minority  older  people  in  their  use  of  health  care  services. 
Another  study  is  examining  social  aspects  of  the  menopause  and 
consequences  for  health  care  use.     Three  specialized  centers  on 
rural  aging  research  have  been  established. 

o  Psychosocial  Interventions.     Social  and  behavioral  research 
points  to  interventions  that  can  Improve  the  health  and 
functioning  of  older  Individuals.     Currently  supported 
intervention  studies  Include  behavioral  treatments  for  urinary 
incontinence,  clinical  trials  for  injury  prevention,  innovations 
I    in  health  care  delivery  such  as  special  care  units  for  Alzheimer's 
!    disease  and  related  dementias,  psychosocial  approaches  to  relieve 
!    the  burdens  of  caregiving,  and  cognitive  training  programs  to 
enable  older  people  to  maintain  their  driving  skills. 

o  Future  Directions  on  Health  and  Behavior.     Specific  NIA 
il    initiatives  have  been  developed  to  address  the  critical  need  for 
'    intensified  research  efforts.     These  Include  plans  for  stimulating 
additional  research  on  appropriate  self-care  behaviors  for  older 
people,  health  behavior  research  on  cancer,  injuries,  and  AIDS 
prevention,  family  relationships  including  elder  abuse,  aging  and 
new  models  of  health  care,  gender  differences  in  health  and 
1    longevity,  minority  aging  and  family  life,  human  factors  research, 
I    and  changing  agelst  attitudes  and  behaviors. 

o  Claude  D.  Pepper  Older  Americans  Independence  Centers .  To 
address  the  problems  of  physical  frailty,  in  1990  Congress 
!    authorized  establishment  of  at  least  ten  Centers,  in  which  testing 

interventions  to  maintain  or  increase  independence  of  older 
j    persons  is  a  central,  required  component.     Other  key  aspects  of 
j    the  Centers  Include  career  development  of  new  Investigators  to 
jlj    test  further  interventions  to  Increase  independence,  and 
j    information  dissemination  to  translate  research  results  of  the 
jV  Centers  into  health  care  practice.     Four  awards  are  expected  to  be 
I    made  in  FY  1991;  at  least  ten  applications  are  expected  to  be  of 
very  high  quality. 

o  Interventions  to  Reduce  Physical  Frailty.     As  noted  in 
NIA's  first  annual  report  to  the  Committee  on  this  topic,  physical 
I    frailty  (Impairments  in  physical  abilities  needed  to  live 
j    Independently)  is  a  major  cause  of  long-term  care  needs, 

afflicting  over  3.25  million  older  Americans.     Increasingly,  we 
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are  learning  that  people  are  never  too  old  to  prevent  or  reduce 
frailty.     NIA  is  supporting  tests  of  ways  to  improve  strength  and 
prevent  disabling  falls  through  its  Frailty  and  Injuries: 
Cooperative  Studies  of  Intervention  Techniques  (FICSIT)  program. 
NIA  will  begin  testing  interventions  which  could  prevent 
osteoporotic  hip  fractures  under  the  Sites  Testing  Osteoporosis 
Prevention/Intervention  Treatments  (STOP/IT)  program  in  FY  1991, 
but  resources  will  not  permit  tests  of  all  promising 
interventions.     In  FY  1991,  NIA  will  also  initiate  research  on 
special  problems  of  frailty  among  minorities.  Other  promising 
directions  need  study,  such  as  use  of  growth  hormone  and  other 
trophic  factors  against  degenerative  diseases,  reduction  of 
disability  from  cardiovascular  disease  and  osteoarthritis, 
prevention  of  automobile  driving  disabilities,  and  behavioral 
factors  in  maintaining  fitness  in  the  older  population.  Current 
support  for  these  research  directions  is  now  far  outweighed  by 
opportunity  as  reflected  by  the  numbers  of  excellent  unfunded 
grant  applications. 

An  information  clearinghouse  on  fitness  and  independence  for 
older  Americans  would  give  the  public  better  access  to  information 
about  ways  to  prevent  or  reduce  physical  frailty  and  disability. 


QUESTIONS  SUBMITTTED  BY  SENATOR  ARLEN  SPECTER 

GERIATRIC  PHARMACOLOGY 

Question.     Dr.  Williams,  a  number  of  Congressional  hearings 
have  highlighted  severe  health  problems  which  have  been  associated 
with  inappropriate  drug  prescriptions  for  older  persons.     Has  the 
Institute  examined  the  nature  and  extent  of  this  problem?     In  your 
judgment,  what  needs  to  be  done  to  seriously  address  this  problem? 

Answer.     A  panel  convened  by  NIA  and  the  Institute  of 
Medicine  reviewed  data  confirming  that  inappropriate  drug 
prescribing  for  older  persons  often  causes  serious  health 
problems.     Adverse  drug  effects  contribute  to  one  in  eight 
hospitalizations  of  older  persons  (over  one  million  per  year) 
costing  at  least  $3  billion  annually.     Nonhospital  costs  from 
adverse  medication  effects  are  also  very  large. 

One  key  step  needed  to  address  this  problem  is  improvement  in 
drug  prescribing  for  older  persons.     An  NIA- supported  study 
conducted  in  Nashville  Illustrates  the  dramatic  potential  of  this 
approach.     It  showed  that  use  of  some  tranquilizers,  but  not 
others,  was  associated  with  higher  rates  of  falling  leading  to  hip 
fractures  in  older  persons.     This  information  could  be  translated 
directly  into  better  drug  prescribing.     As  one  of  their  funded 
activities,  NIA's  Claude  D.  Pepper  Older  Americans  Independence 
Centers  will  support  education  and  information  transfer  projects 
targeted  towards  public  as  well  as  professional  audiences. 
Information  transfer  related  to  better  drug  prescribing  for  older 
persons,   including  more  effective  avoidance  of  drug  interactions, 
would  be  within  the  scope  of  such  activities.     Furthermore,  the 
establishment  of  an  NIA  Information  Clearinghouse  on  Fitness  and 
Independence  for  Older  Americans  could  serve  such  a  function  at 
the  national  level.     Better  dissemination  to  prescribing 
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physicians  of  existing  knowledge  of  medication  effects  in  older 
persons  would  help  reduce  this  problem. 

However,  more  information  on  geriatric  pharmacology  is  also 
critically  needed.     For  fiscal  year  1991,  NIA  issued  a  Request  for 
Applications  on  geriatric  pharmacology,  aimed  at  better  medication 
use  for  older  persons.     NIA  received  114  applications  and  was  able 
to  fund  12  of  these  projects,  including  two  clinical  trials  of 
techniques  to  improve  drug  prescribing,  and  several  studies  aimed 
at  improving  current  drug  therapy  and  identifying  adverse  effects. 

Though  these  projects  are  a  significant  beginnring,  the 
current  extent  of  research  only  addresses  a  small  fraction  of 
undiscovered  drug  effects  and  interactions  in  older  persons.  We 
also  need  research-based  guidelines  for  the  withdrawal  of 
medications  from  older  persons,  so  that  only  those  medications 
required  are  continued.     Since  multiple  medication  use  is  so 
common  among  older  persons ,  expanded  efforts  in  these  areas  are 
needed. 

Perhaps  even  more  fundamentally,  we  need  better  medicines 
which  will  not  have  the  adverse  effects  of  many  drugs  currently 
used  for  health  problems  of  older  persons.     Treatments  which  could 
correct  underlying  age-related  debilitating  conditions  rather  than 
merely  their  symptoms  could  increase  benefit  and  lessen  risk. 

A  particularly  promising  prospect  is  the  use  of  trophic 
factors  such  as  growth  hormone.     Trophic  factors  are  hormones  and 
other  factors  in  the  body  which  promote  growth  or  maintenance  of 
tissues.     Interest  is  rapidly  increasing  in  their  potential  to 
arrest  or  reverse  degenerative  changes  in  bone,  muscle,  nerves, 
and  cartilage  which  lead  to  frailty  and  dependence.     A  recent 
short-term  study  in  Chicago  and  Milwaukee,  showing  that  growth 
hormone  reverses  such  changes  in  certain  older  subjects  who  have 
low  levels  in  their  blood,  raised  the  issue  of  a  "fountain  of 
youth"  in  the  more  sensational  press.     While  growth  hormone  is 
clearly  no  such  panacea,  and  much  more  testing  is  needed  to 
determine  its  clinical  value  and  safety,  the  excitement  over  this 
study  captures  trophic  factors'  great  potential  for  fundamental 
progress  against  degenerative  conditions  long  considered 
inevitable  with  advancing  age.     Possibilities  for  additional 
research  are  rapidly  expanding  and  need  to  be  pursued, 
particularly  because  clinical  tests  as  well  as  laboratory  studies 
are  now  feasible. 
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National  Institute  on  Arthritis  and  Musculoskeletal,  and 

Skin  Diseases 

statement  of  dr.  lawrence  d.  shulman,  director 

budget  request 

Senator  Harkin.  The  subcommittee  will  resume  its  sitting. 

Dr.  Shulman,  welcome  back.  It  is  always  a  pleasure  to  see  you 
and  have  an  opportunity  to  learn  more  about  the  Institute  and  its 
research  programs.  I  understand  that  April  16  is  the  fifth  anniver- 
sary of  the  Founding  of  the  National  Institute  on  Arthritis,  Mus- 
culoskeletal, and  Skin  Diseases.  I  must  congratulate  you  on  the 
tremendous  contribution  the  Institute  has  made  these  past  5  years, 
both  to  the  scientific  research  community  and  to  those  who  suffer 
from  these  chronic  diseases.  Although  much  has  been  accomplished 
during  this  time,  I  know  that  you  feel  there  is  still  much  to  be 
done. 

I  see  that  the  Institute's  1992  budget  request  is  $204.8  million, 
an  increase  of  6  percent  over  last  year's  appropriation. 

Could  you  please  briefly  summarize  the  Institute's  five  science 
programs  and  highlight  your  plans  for  fiscal  year  1992  in  these 
areas,  Dr.  Shulman? 

Dr.  Shulman.  Thank  you  so  much,  Mr.  Chairman. 

Mr.  Chairman,  our  Institute  is  having  a  very  good  year  this  year. 
We  are  supporting  some  exceptional  research  with  some  key  discov- 
eries. We  have  had  excellent  workshops,  new  developments  in  our 
intramural  program,  and  we  are  developing  new  initiatives,  as  you 
and  we  have  identified  them  this  past  year. 

Prevention  is  the  key.  We  agree  with  you  on  that  point. 

We  work  on  diseases  that  concern  women's  health,  minorities, 
and  rare  diseases  as  well.  We  have  many  of  the  diseases  in  that 
rare  disease  category  that  we  are  interested  in. 

OSTEOPOROSIS 

However,  let's  start  off  with  osteoporosis,  for  which,  as  you  know, 
we  are  the  lead  Institute.  We  have  had  much  progress  this  year  in 
osteoporosis,  but  we  have  a  great  deal  more  to  do.  We  prepared  a 
major  report  for  the  Department  to  submit  to  you  on  osteoporosis. 
I  demonstrate  it  here.  It  is  a  very  fine  report,  and  we  are  pleased 
to  have  had  the  privilege  of  doing  it.  Many  suggestions  for  the  fu- 
ture research  are  in  that  report. 

In  response  to  your  request  for  special  emphasis  in  this  area  in 
the  amount  of  $6  million  during  the  current  year,  we  have  issued 
two  requests  for  applications,  one  for  basic  research  on  causal 
mechanisms  on  osteoporosis,  and  the  second  on  clinical  and  epide- 
miological research.  We  have  also  joined  with  the  Aging  Institute 
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in  another  request  for  applications  in  interventions  in  the  elderly 
who  have  osteoporosis. 

In  the  meantime,  we  have  had  some  research  advances  in 
osteoporosis.  A  key  one,  as  you  know,  are  the  bisphosphonates 
which  are  used  to  retard  bone  loss  in  post-menopausal  women.  It 
provides  an  alternative  to  estrogen  replacement  therapy,  which  has 
been  confirmed  once  again  as  being  valuable.  We  need  to  find  the 
best  type  of  hormone  combinations  tor  that  effort. 

Calcium  is  important  at  all  ages.  Let  me  indicate  that  we  have 
had  a  very  interesting  study  this  year  in  young  twins,  children. 
Some  twins  have  been  taking  tJie  ordinary  amoimt  of  calcium  that 
children  are  supposed  to  take;  their  twin  pairs  have  taken  a  sup- 
plement of  twice  that  much.  Those  who  have  taken  the  supplement 
have  built  up  more  dense  bones  than  the  others  who  have  taken 
the  ordinary  amount. 

We  have  had  a  study  report  in  the  New  England  Journal  of  Med- 
icine of  women  who  are  not  producing  the  normal  amoimt  of  hor- 
mones during  their  twenties,  thirties,  and  forties;  they  have  lower 
bone  mass  than  other  women  who  menstruate  normally. 

We  have  also  had  studies  showing  that  nmning  in  the  elderly 
may  actually  be  helpful. 

The  right  amoimt  of  exercise  is  a  problem  not  only  for  all  of  us, 
but  especially  for  our  astronauts. 

Senator  Harkin.  Excuse  me.  Did  you  say  running? 

Dr.  Shulman.  Older  people  nmning.  It  is  good  for  them,  good  for 
their  bones. 

Senator  Harkin.  Thank  you.  Now,  I  have  it  clear  in  my  head.  It 
is  good  for  older  people  to  run.  All  right.  [Laughter.] 

Dr.  Shulman.  It's  good  for  their  bones.  This  is  a  problem  for  our 
astronauts.  If  we  are  going  to  go  to  Mars,  either  with  or  without 
the  Soviets,  we  have  to  be  sure  that  the  astronauts  don't  lose  much 
of  their  bone  mass.  So,  we  are  working  with  NASA  on  this. 

LYME  DISEASE 

Another  area  of  importance  that  has  interested  both  you  and  us 
is  Lyme  disease.  We  appreciate  that  this  disease  is  still  spreading. 
Last  year,  as  you  know,  we  issued  a  request  for  applications  on 
causal  mechanisms.  With  your  special  emphasis  this  year,  we  have 
responded  with  another  request  for  applications,  this  time  for  re- 
search on  the  diagnosis  and  treatment  of  Lyme  disease,  both  of 
which  are  still  problems .  We  have  keen  problems  in  the  diagnosis 
of  Lyme  disease.  There  is  difficulty  in  defining  it  with  great  accu- 
racy, and  we  do  not  have  fully  reliable  laboratory  tests.  Various  | 
tests  do  not  agree  with  one  another,  according  to  a  study  done  by  [ 
the  CDC  and  as  reported  at  a  conference  last  fall. 

There  seems  to  be  both  imderdiagnosis  and  overdiagnosis  in  en- 
demic areas.  So,  this  is  another  type  of  problem.  And  certain  out- 
door workers,  such  as  forestry  workers,  are  actually  at  special  risk, 
and  we  need  to  have  preventive  modes  for  them. 

OSTEOARTHRITIS 

We  have  had  exceptional  discoveries  in  two  areas.  The  first  is  os- 
teoarthritis, the  most  common  form  of  arthritis  usually  occurring  in 
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the  elderly.  As  you  know,  our  investigators  discovered  a  faulty  gene 
in  a  particular  familial  form  of  osteoarthritis.  This  arthritis  oc- 
curred in  youngsters.  The  scientists  were  able  to  identify,  in  a  fam- 
ily of  three  generations  in  which  nine  of  the  members  developed  se- 
vere osteoarthritis  in  their  twenties,  this  specific  fault  in  the  gene 
for  collagen  II.  Collagen  II  is  a  molecule  of  1,000  amino  acids.  They 
found  the  fault  in  a  substitution  of  only  one  of  these  amino  acids 
for  another.  This  provides  a  new  direction  for  research  on  osteo- 
arthritis generally,  and  this  work  is  now  beginning. 

The  second  spectacular  discovery  is  that  of  research  in  using 
transgenic  animals  to  study  the  spondyloarthropathies.  This  is  a 
group  of  diseases  associated  with  arthritis  of  the  spine  and  other 
joints  and  other  manifestations.  This  is  a  common  disease  of  yoimg 
men,  perhaps  the  most  common  form  of  arthritis  in  young  men.  It 
had  been  found  that  there  is  a  tissue  type,  HLA-B--27,  that  was 
associated  with  these  diseases.  It  had  been  suspected  that  certain 
infections  actuallv  initiate  these  diseases.  There  had  been  some 
question  about  the  importance  of  genetics.  With  this  transgenic 
mechanism,  they  have  been  able  to  take  the  human  B--27  gene,  in- 
ject it  into  the  fertilized  egg  of  in -bred  rats,  and  then  reproduce  the 
whole  human  disease.  This  establishes  a  clear  role  for  genetics  in 
these  forms  of  arthritis.  Spectacular. 

We  also  have  interesting  work  going  on  in  lupus.  Lupus,  as  you 
know,  is  nine  times  more  common  in  women,  three  times  more 
common  in  black  women  than  white  women.  We  have  a  whole  task 
force  to  look  into  why  this  is  so  and  what  we  could  do  in  educating 
those  at  special  risk. 

PREPARED  STATEMENT 

Finally,  we  have  made  giant  steps  in  developing  our  national  re- 
search plan.  I  believe  we  advised  you  last  year  that  it  was  going 
to  take  us  about  2  years  to  develop  that  plan.  We  are  clearly  ahead 
of  that  schedule.  We  had  a  national  task  force  meet  in  February, 
north  of  Baltimore,  with  140  of  the  leading  scientists  in  the  Nation, 
in  five  different  disease  areas.  Senator  Harkin.  We  had  five  science 
panels  with  anywhere  between  22  and  35  leaders  each  in  arthritis, 
muscle  biology,  bone  biology  and  bone  diseases,  musculoskeletal, 
orthopedic  disease,  and  dermatology;  and  nine  crosscutting  issues 
panels.  They  have  come  up  with  a  research  plan  in  draft  of  about 
1,000  pages,  with  very  exciting  recommendations  for  the  future.  It 
will  take  us  a  few  months  to  complete  the  final  report  of  the  na- 
tional plan,  and  we  will  be  glad  to  submit  it  to  you  then. 

That  is  our  report,  sir.  -  i;^^ 

[The  statement  follows:] 
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STATEMENT  OF  DR.  LAWRENCE  D.  SHULMAN 

The  National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
(NIAMS)  supports  a  broad  range  of  basic  and  clinical  research  on  many  of  the 
most  debilitating  diseases  affecting  the  health  of  the  Nation.     I  am  privileged 
to  discuss  with  you  some  of  the  scientific  advances  that  have  been  made  this 
past  year  in  the  disease  areas  under  the  mandate  of  the  Institute,  and  to  share 
with  you  some  of  our  future  plans. 

Osteoporosis,  the  leading  cause  of  bone  fractures  both  in  postmenopausal 
women  and  in  the  elderly,  affects  approximately  twenty-four  million  Americans. 
The  NIAMS  leads  the  federal  research  effort  to  conduct  and  support  basic, 
clinical,  and  epidemiologic  investigations  on  osteoporosis  through  individual 
research  grants  and  specialized  research  centers.     In  February  1990,  the 
Institute  cosponsored  a  highly  successful  international  conference  entitled 
"Research  Advances  in  Osteoporosis."    The  latest  findings  were  presented,  and 
recommendations  for  future  research  were  developed.     A  new  treatment- - 
bisphosphonates- -was  shown  to  be  very  effective  in  combatting  the  bone  loss  of 
osteoporosis . 

The  Institute  continues  to  expand  its  research  efforts  in  osteoporosis. 
Two  requests  for  applications  (RFAs)  for  research  on  osteoporosis  are  being 
issued.     One  invites  additional  basic  research  on  fundamental  causes.  The 
second  invites  more  grant  applications  on  clinical  and  epidemiological  research 
on  osteoporosis.     The  Institute  is  also  stepping  up  its  disease  prevention  and 
health  promotion  efforts  with  regard  to  osteoporosis.     The  NIAMS  Information 
Clearinghouse  will  expand  its  educational  activities  both  for  the  public  and 
for  health  professionals.     Projects  to  inform  consumers  about  risk  factors, 
preventive  measures,   and  research  results  are  being  planned. 

There  are  more  than  100  kinds  of  arthritis,  affecting  not  only  the  joints 
but  other  connective  tissues  of  the  body  including  important  supporting 
structures  such  as  muscles,  tendons,  and  ligaments.    One  of  the  most  common  is 
rheumatoid  arthritis,  a  chronic  inflammatory  disease  afflicting  more  than  2 
million  adults  in  the  United  States.     In  recent  experiments  with  rats, 
scientists  have  developed  a  T-cell  vaccine  that  could  ultimately  lead  to  T-cell 
therapy  and  vaccination  in  humans.    The  Institute  has  also  begun  a  clinical 
trial  in  which  an  antibiotic  is  being  tested  as  a  treatment  for  rheumatoid 
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arthritis.     In  other  recent  research,  a  dissimilarity  in  tissue  type  between 
mother  and  fetus  has  been  found  in  many  women  with  rheumatoid  arthritis  who 
improve  during  pregnancy.     This  finding  suggests  that  the  mismatch  induces  an 
immunologic  reaction  that  suppresses  the  arthritis. 

Lyme  disease,  which  has  both  arthritis  and  skin  disease  among  its  major 
manifestations,  has  become  a  national  problem.     It  is  now  the  most  common 
insect-borne  disease  in  the  Nation,  and  its  distribution  is  worldwide.  NIAMS 
is  giving  high  priority  to  both  research  and  outreach  programs  for  Lyme  " 
disease.     The  Institute  has  recently  funded  several  new  basic  research  grants 
to  increase  understanding  of  how  the  infectious  agent  causes  the  disease,  with 
the  hopes  of  improving  diagnosis  and  treatment,  and  providing  the  foundation 
for  development  of  an  effective  vaccine.     NIAMS  is  also  supporting  a  clinical 
trial  to  determine  if  antibiotics  can  prevent  Lyme  disease  from  emerging  in 
people  who  have  been  bitten  by  the  deer  tick.     Programs  to  better  inform  both 
the  public  and  health  professionals  about  the  dangers  and  prevention  of  Lyme 
disease  are  under  way.     A  data  base  on  educational  materials  was  recently 
completed;  and  in  early  March  1991,  a  workshop  on  Lyme  disease  will  be  held 
with  panels  of  experts  to  develop  up-to-date  vital  information  for  physicians 
on  both  the  diagnosis  and  treatment  of  Lyme  disease. 

One  of  the  most  exciting  breakthroughs  this  year  was  the  identification  of 
a  gene  that  causes  a  form  of  osteoarthritis,  the  most  common  form  of  arthritis, 
a  disease  in  which  the  cartilage  that  covers  and  cushions  the  joints  breaks 
down.     NIAMS -supported  investigators  at  two  different  grantee  institutions, 
working  together,   isolated  and  characterized  a  faulty  gene  for  collagen  II,  the 
main  structural  protein  that  strengthens  cartilage. 

Another  exciting  breakthrough  in  arthritis  this  year  was  the  successful 
induction,  by  transgenic  transfer,  into  inbred  rats  of  both  the  human  gene 
(HLA-B27)  for  spinal  arthritis  and  the  entire  clinical  spectrum  of  the  group  of 
diseases  (spondyloarthropathies)  associated  with  spinal  arthritis.     HLA-B27  is 
found  in  over  90  percent  of  patients  with  spinal  arthritis,  and  in  only  8 
percent  of  the  general  population.     These  diseases  associated  with  spinal 
arthritis  comprise  the  most  common  forms  of  arthritis  in  young  men.  The 
striking  mimicry  between  the  disease  manifestations  found  in  this  animal  model 
and  those  found  in  humans  opens  avenues  for  research,  including  the  testing  of 
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innovative  therapies,  that  were  unimaginable  just  a  few  years  ago.  Ongoing 
NIAMS  epidemiological  investigation  of  Native  Americans  in  Alaska  and  Siberian 
Eskimos --populations  that  have  a  high  prevalence  of  spondylitis- -promises  to 
shed  light  on  the  roles  of  genetic  factors  and  environmental  triggers,  such  as 
bacterial  infections. 

Systemic  lupus  erythematosus  (lupus)  is  an  immune -mediated  inflammatory 
disease  that  afflicts  numerous  Americans,  largely  young  women,  especially  black 
women  of  child  bearing  age.     The  disease  affects  the  skin,  joints,  kidneys, 
brain,  and  other  organs.     Recently,  a  new  antibody  was  identified  that  is 
clearly  associated  with  psychiatric  disorders  due  to  lupus;  this  antibody  will 
make  better  diagnosis  possible. 

The  Institute  has  set  up  a  task  force  to  study  lupus  in  high-risk 
populations.     With  advice  from  the  task  force,  NIAMS  is  developing  instructive 
kits  that  will  help  health  care  providers  and  community  organizations  conduct 
health  promotion  programs  targeted  to  young  black  women.     The  Institute  also 
plans  to  sponsor  an  International  workshop  on  systemic  lupus  erythematosus  to 
assess  current  knowledge  and  develop  directions  for  future  research. 

Scleroderma  is  a  serious  disorder  of  connective  tissue  and  the  fine  blood 
vessels.     Besides  damaging  the  skin,  muscles,  and  joints,  the  disease  may  also 
affect  internal  organs,  such  as  the  kidneys,  heart,  and  lungs,  making  it  life- 
threatening  in  some  people.     Women  are  affected  three  times  more  often  than 
men.    The  first  symptom  of  scleroderma  is  usually  Raynaud's  phenomenon,  wherein 
blood  vessels  in  the  fingers  narrow  as  the  result  of  vasospasm,  causing  the 
hands  to  become  pale  and  cold.     There  is  also  pathologic  evidence  of  vascular 
disease  seen  under  the  microscope.     Accordingly,  there  is  keen  interest  in 
exploring  vascular  abnormalities  that  may  contribute  to  the  etiology  of  the 
disease.     NIAMS  will  issue  a  program  announcement  to  stimulate  more  research  on 
causal  mechanisms  in  scleroderma.  ..v^  _ 

Over  100  different  conditions  are  included  among  the  heritable  connective 
tissue  disorders,  all  of  which  stem  from  abnormalities  of  connective  tissue, 
the  scaffolding  that  girds  bone,  skin,  blood  vessels,  and  the  protective 
coverings  of  internal  organs.    Although  the  disorders  are  uncommon,  they  are 
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tremendously  disabling.     In  April  1990,  NIAMS  cosponsored  a  inultidisciplinary 
scientific  workshop  on  heritable  connective  tissue  disorders.  Workshop 
participants  made  it  clear  that  sophisticated  research  methods  are  enabling 
scientists  to  unravel  the  complex  biology  of  connective  tissue  and  to  uncover 
the  several  defects  that  cause  the  disorders.     The  Institute  is  encouraging 
additional  research  in  this  area,  and  is  exploring  the  possibility  of  a  patient 
registry  to  facilitate  progress  against  these  diseases. 

Reducing  the  risk  of  sports  injury  is  important  to  millions  of  Americans 
who  participate  in  exercise  programs  and  athletics.     The  Institute's  mission 
includes  responsibility  for  research  on  exercise  physiology  and  sports 
medicine.     Basic  facts  about  how  muscles  function  at  the  molecular  level  are 
now  being  discovered.     Recent  research  has  revealed  a  mechanism  by  which  a 
serious  knee  injury  can  destroy  a  joint.     In  April  1991,  the  Institute,  in 
concert  with  the  National  Advisory  Board,  will  hold  a  workshop  on  scholastic 
sports  injuries  to  monitor  the  causes  of  athletic  injuries  and  identify  ways  to 
prevent  them. 

We  are  continuing  to  make  progress  in  research  on  the  numerous  skin  ^s-^-^- 
diseases  that  affect  so  many  Americans.     In  epidermolysis  bullosa,  a  ,oi  -i: 

devastating  inherited  blistering  disease  that  affects  the  skin  and  mucous 
membranes,   researchers  have  found  that  the  anchoring  f ibrils - -which  link  the 
outer  layer  of  the  skin  to  the  inner  layer- -are  conspicuously  absent  or       -  "'^"''^ 
altered.     Recent  investigations  have  also  shown  that  type  VII  collagen,  the 
major  structural  protein  of  anchoring  fibrils,  can  be  broken  down  by  both 
collagenase  and  gelatinase.     Other  research,  utilizing  patients  assembled  by 
the  National  Epidermolysis  Bullosa  Registry,  suggests  that  abnormal  synthesis 
of  type  VII  collagen  be  responsible  for  the  reduced  number  of  anchoring 
fibrils. 

Alopecia  areata  is  a  disease  of  the  hair  follicle  that  results  in  patchy 
or  total  loss  of  hair.     The  psychological  impact  of  the  disease  can  be 
debilitating,  especially  in  young  people.     In  October  1990,  NIAMS  and  the 
National  Alopecia  Areata  Foundation  sponsored  a  2-day  research  workshop  on  the 
disease.     Experts  in  a  wide  variety  of  areas  were  convened  for  an  open  exchange 
of  information  on  clinical  and  histopathologic  features  of  alopecia  areata. 
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factors  controlling  hair  growth,  autoimmune  aspects  of  the  disease, 
pharmacologic  interventions,  and  animal  models.     A  new  anatomic  site  that 
controls  hair  growth  has  been  discovered,  and  the  ability  to  grow  hair  in  a 
test  tube  has  been  achieved.       These  findings  open  new  avenues  of  research  that 
will  be  pursued. 

Psoriasis  is  a  common  chronic  skin  disease  characterized  by  scaling  and 
redness  produced  by  skin  cells  that  divide  rapidly.     For  many  years,  psoriasis 
was  treated  with  preparations  of  tars  and  chemotherapeutic  agents,  such  as 
methotrexate.     Recently,  clinical  studies  established  the  efficacy  of 
cyclosporine  A,  an  immuno- suppressive  drug  in  the  treatment  of  psoriasis.  In 
turn,   this  has  led  investigators  to  explore  the  role  of  immune -mediated  factors 
in  causing  the  disease  and  to  search  for  alternative  drugs  that  cause  fewer 
side  effects  than  does  cyclosporine  A.     The  NIAMS  is  encouraging  further 
exploration  of  molecular,  immunologic,  and  pharmacologic  aspects  of  psoriasis. 

Significant  strides  have  been  made  in  the  Institute's  Intramural  Program. 
This  past  year  two  new  laboratories  were  established  to  expand  the  scope  of 
research:  the  Laboratory  of  Skin  Biology  and  the  Laboratory  of  Structural 
Biology  Research.     Fundamental  studies  of  proteins  responsible  for  maturation 
of  the  epidermis,  the  skin's  outer  layer,  are  the  focus  of  research  in  the 
Laboratory  of  Skin  Biology.     In  the  Laboratory  of  Structural  Biology  Research, 
new  sophisticated  instrumentation  is  facilitating  analysis  of  extremely  small 
structures,   including  membrane-associated  components  of  the  AIDS  virus. 

In  the  area  of  orthopaedic  research.  Intramural  scientists  have  Identified 
the  various  phases  through  which  an  injured  bone  must  pass  to  heal  properly. 
They  have  detected  the  presence  of  a  specific  natural  protein,  transforming 
growth  factor-beta  (TGF-beta) ,  between  and  around  the  ends  of  fractured  bone; 
and  determined  that  TGF-beta  not  only  initiates  a  repair  response,  but  also  ' 
controls  the  rate  of  fracture  healing. 

Another  ground-breaking  accomplishment  achieved  by  intramural  scientists 
was  the  development  of  an  animal  model  for  eosinophilia-myalgia  syndrome  (EMS), 
a  new  epidemic  inflammatory  disease  associated  with  ingestion  of  contaminated 
L- tryptophan.     Symptoms  range  from  those  of  the  flu,  to  severe  rashes  and 
permanent  nerve  and  muscle  damage.     The  new  animal  model  provides  the  first 
direct,  experimental  evidence  linking  EMS  to  contaminated  batches  of  the 
dietary  supplement  L- tryptophan. 
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Collaborations  between  NIAMS  and  the  Department  of  Defense  continue  in 
studies  of  skin  manifestations  in  human  immunodeficiency  virus  (HIV) -  infected 
individuals.     Establishment  of  a  new  interagency  agreement  will  significantly 
increase  the  rate  of  accrual  of  HIV-positive  subjects  into  the  studies  to  give 
us  an  earlier  estimate  of  the  prevalence  of  skin  disorders  and  accelerate  the 
pace  of  this  research. 

Mr.  Chairman,   the  budget  request  for  NIAMS  for  fiscal  year  1992  is 
$20^,797,000.     I  will  be  pleased  to  answer  any  questions  you  may  have. 
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NATIONAL  PLAN 

Senator  Harkin.  Thank  you  very  much,  Dr.  Shulman. 
How  soon  are  we  going  to  have  this  national  plan,  did  you  say? 
Fm  sorry. 

Dr.  Shulman.  It  is  going  to  be  before  the  next  hearings. 
Senator  Harkin.  Good. 

Well,  I  had  a  question  on  osteoporosis,  but  you  covered  that.  And 
lyme  disease — ^you  covered  that  quite  well.  And  lupus. 
Just  a  moment. 
[Pause.] 

My  apologies.  I  have  to  run  over  and  cast  another  vote  right  now. 
My  apologies. 

[A  brief  recess  was  taken.]       _  . 

QUESTIONS  SUBMITTED  BY  THE  SUBCOMMHTEE 

Senator  Harkin.  Thank  you  verv  much.  There  will  be  some  addi- 
tional questions  which  will  be  suomitted  for  your  response  in  the 
record. 

[The  following  questions  were  not  asked  at  the  hearing,  but  were 
submitted  to  the  Institute  for  response  subsequent  to  the  hearing:] 
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QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

OSTEOPOROSIS 

Question.     Doctor,   last  year  an  additional  $6.0  million  was 
provided  to  the  Institute  for  scientific  research  on  osteoporosis, 
its  causes,   treatment  and  prevention. 

Please  describe  the  progress  you  have  made  in  this  area. 

Answer.     We  are  pleased  to  have  played  a  lead  role  in  the 
preparation  of  the  Department's  Report  on  HHS-wide  Research. 
Education,  and  Health  Promotion  in  Osteoporosis .  prepared  with  the 
help  of  the  Arthritis  and  Musculoskeletal  Diseases  Interagency 
Coordinating  Committee  and  delivered  to  the  Senate  Appropriations 
Committee.     The  Report  provided  information  on  the  current  status  of 
osteoporosis  research,  specific  research  activities  on  osteoporosis 
by  several  agencies  in  the  Department  of  Health  and  Human  Services, 
and  promising  areas  for  future  research. 

In  response  to  current  congressional  interest  and  support  for 
osteoporosis,   two. Requests  for  Applications  (RFA)  have  been  issued  to 
solicit  applications  in  research  on  osteoporosis.     One  invites 
additional  basic  research  on  fundamental  causes.     The  other  invites 
more  grant  applications  on  clinical  and  epidemiological  research  on 
osteoporosis. 

The  National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin 
Diseases  (NIAMS)  expects  a  vigorous  response  from  the  research 
community  to  these  solicitations.     We  anticipate  funding  up  to  4 
million  dollars  in  outstanding  new  investigations  in  both  the  basic 
and  clinical  aspects  of  osteoporosis  through  this  mechanism. 

The  NIAMS  is  also  participating  with  NIA  in  encouraging  new 
applications  for  studies  of  the  pathophysiology  and  mechanisms 
associated  with  particular  intervention  strategies  against 
osteoporosis  in  the  elderly.     The  NIAMS  and  NIA  will  each  contribute 
up  to  $600,000  to  fund  studies  solicited  through  an  RFA. 

The  NIAMS  has  participated  for  the  last  several  years  with  the 
NHLBI  and  other  institutes  to  fund  the  Postmenopausal 
Estrogen/Progestin  Intervention  (PEPI)  Study.  This  is  a  multicenter, 
randomized,  controlled  clinical  trial  that  will  test  the  efficacy  of 
various  estrogen  and  progestin  preparations  in  postmenopausal  women. 
A  variety  of  outcomes  are  being  tested  including  bone  mass  and 
lipoprotein  profiles. 

Question.     I  am  aware  that  the  drug  "Etidronate"  is  a  promising 
new  treatment  for  preventing  bone  loss  in  humans.     Can  you  summarize 
what  is  known  about  the  potential  of  this  treatment?    At  what  point 
might  it  be  available  to  the  general  public? 

Answer.     The  drug  etidronate  is  an  important  new  method  for 
preventing  bone  loss  in  persons  with  osteoporosis.     It  does  not 
promote  formation  of  new  bone,  but  it  does  retard  further  loss  of 
bone.     Etidronate  has  been  available  to  the  public  for  many  years  for 
other  indications.     It  has  been  learned  that  giving  the  drug  on  a 
cyclic  basis,  to  allow  the  bone  to  recover  between  treatments, 
prevents  the  impaired  mineralization  of  bone  that  occurs  when  the 
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drug  is  given  on  a  continuing  basis.     New  drugs,  of  the  same  class  as 
etidronate,  are  being  developed  that  may  prove  to  be  effective  while 
not  impairing  mineralization. 

Question.     What  is  the  status  of  NIAMS's  effort  to  educate  the 
public  and  the  health  community  about  osteoporosis? 

Answer.     The  NIAMS  has  led  a  variety  of  activities  aimed  at 
better  informing  and  educating  these  audiences. 

In  terms  of  the  public: 

o  Our  information  office  and  clearinghouse  handle  hundreds  of 
inquiries  on  osteoporosis  each  year.     For  this  purpose,  we  have 
developed  an  information  package  that  provides  selected  important 
articles  on  the  topic  and  refers  callers  to  other  information 
sources,  such  as  the  National  Osteoporosis  Foundation. 

o  We  have  distributed  over  125,000  copies  of  our  brochure 
"Osteoporosis:  Cause,  Treatment,  Prevention."    We  are  also 
developing  a  series  of  fact  sheets  on  individual  aspects  of  the 
disease  that  will  enable  us  to  provide  thorough,  up-to-date 
information  as  new  findings  are  discovered. 

o  We  have  a  new  brochure  on  osteoporosis,  based  on  a  Medicine  for  the 
Layman  lecture,  given  by  the  Director,  NIAMS. 

o  We  are  reporting  research  results  for  the  press  and  public,  with  a 
special  mailing  just  before  National  Osteoporosis  Prevention  Week 
(starting  May  8) . 

In  terms  of  the  health  community: 

o  We  continue  to  sponsor  major  scientific  workshops  on  osteoporosis 
to  review  progress  and  up-to-date  information,  and  suggest  research 
directions.     In  1990  we  supported  two  such  scientific  workshops, 
one  in  February  here  in  Washington  and  another  in  Copenhagen  in 
October,  an  international  consensus  development  conference  that  was 
recently  published  in  the  American  Journal  of  Medicine. 

o  At  the  request  of  the  Department  of  Health  and  Human  Services,  we 
organized  and  coordinated  with  16  other  agencies  a  report  to  the 
Senate  on  osteoporosis  research,  education  and  health  promotion 
activities  in  the  Department,  with  recommendations  for  future 
activities.     We  will  be  printing  this  report  in  quantity  this 
spring  for  both  the  research  community,  and  health  educators  and 
program  planners.    We  will  utilize  the  report  to  encourage,  lead 
and  coordinate  future  work  in  both  research  and  health  education  in 
this  important  disease. 

o  The  NIAMS  sponsors  an  information  clearinghouse  that  has  prepared 
two  in-depth  bibliographies  of  educational  materials,  one  for 
health  professionals  and  the  other  for  patients.  The 
bibliographies  list  both  printed  and  audiovisual  materials. 
Through  its  database,  the  clearinghouse  maintains  an  up-to-date 
listing  of  such  materials  for  use  by  both  health  educators  and 
health  professionals. 
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o  We  are  in  the  planning  stages  of  developing  a  national  resource 
center  on  osteoporosis. 

LYME  DISEASE 

Question.     I  was  pleased  to  learn  that  , the  Institute  will  be 
sponsoring  a  conference  in  late  March  to  educate  physicians 
concerning  proper  diagnosis  and  treatment  of  Lyme  disease. 

The  Committee  has  heard  varying  reports  on  the  success  of 
laboratory  tests  used  to  diagnose  this  chronic  disease.     Can  you  fj-.  j 
comment  on  the  effectiveness  of  the  tests  that  are  currently 
available? 

Answer.     Laboratory  tests  currently  available  to  aid  in  the 
diagnosis  of  Lyme  disease  consist  largely  of  tests  to  identify 
antibodies  to  the  causative  bacteria  in  the  blood.     With  recent 
infection,   it  often  takes  a  few  weeks  for  the  antibody  test  to  become 
positive.     Once  they  develop,   these  antibodies  tend  to  remain  present 
for  months  or  years  thereafter.     They  may,   therefore,  indicate 
previous  exposure  but  not  necessarily  current  disease.     Thus,  there 
are  many  misdiagnoses  based  on  both  negative  and  positive  tests.  The 
doctor's  clinical  judgement  is,  therefore,   important  in  assessing 
both  the  clinical  manifestations  and  the  value  of  the  tests  in  a 
given  patient. 

Last  Fall,  the  Centers  for  Disease  Control  reported  on  an 
evaluation  of  seven  selected  commercially  available  Lyme  disease 
serological  test  kits  at  the  First  National  Conference  on  Lyme 
Disease  Testing  in  Dearborn,  Michigan.     The  evaluation  was  conducted 
at  four  state  public  health  laboratories  under  contract  with  the 
Association  of  State  and  Territorial  Public  Health  Laboratories 
Directors.     The  data  presented  at  the  conference  suggest  that  the 
test  kits  evaluated  do  not  meet  sensitivity  and  specificity  needs, 
and  are  not  well  standardized.     The  conference  recognized  the  need 
for  well-characterized,  culture -confirmed  sera  from  patients  with  and 
without  Lyme  disease,  and  the  importance  of  establishing  a  spirochete 
repository  for  antigens  to  be  used,  as  national  standards,   in  test 
kit  development  and  evaluation. 

The  NIAMS  and  the  NIAID  convened  the  first  annual  meeting  of  the 
14  principal  investigators  who  successfully  competed  for  research 
grants  under  the  joint  NIAMS/NIAID  Request  for  Applications  to  study 
the  pathogenesis  of  Lyme  borreliosis.     Each  investigator  had  the 
opportunity  to  present  their  research  plans  and,  in  some  cases, 
preliminary  results.     Many  of  these  research  projects  are  addressing 
research  questions  that  are  directly  relevant  to  the  development  of 
newer  and  better  methods  for  diagnosing  Lyme  disease.     These  include 
some  of  the  newer  approaches  that  have  been  made  possible  by  advances 
in  molecular  biology,  such  as  the  polymerase  chain  reaction  technique 
for  amplifying  genetic  material  from  specimens  containing  small 
amounts  of  genetic  material  from  the  causative  spirochete. 

The  NIAMS  and  NIAID  are  also  co-sponsoring  a  workshop  in  late 
March  on  the  diagnosis  and  treatment  of  Lyme  disease.  National 
experts  on  these  issues  will  discuss  and  assess  both  what  is  known 
and  what  is  not  known  about  the  diagnosis  and  treatment  of  Lyme 
disease . 
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LUPUS 

Question.     Doctor,  I  have  heard  the  statistic  that  women  suffer 
from  systemic  lupus  disease  nine  times  more  frequently  than  men. 

What  research  is  being  done  to  locate  the  factors  that  "trigger" 
systemic  lupus  disease  and  address  the  high  incidence  of  the  disease 
among  females,  especially  among  minority  women? 

Answer.     The  reasons  that  women  suffer  lupus  nine  times  more 
frequently  than  do  men  and  the  reasons  that  black  women  suffer  three 
times  more  lupus  than  do  white  women  are  currently  unkno\m.  The 
NIAMS  sponsors  research  grants  that  address  these  important 
questions.     In  addition,  the  NIAMS  is  developing  new  initiatives  on 
minority  and  gender  issues  in  lupus.     These  will  include  program 
announcements  requesting  applications  to  study  the  topic.     The  NIAMS 
is  investigating  high  risk  target  populations  and  participating  in  a 
workshop  in  Barbados  to  look  at  the  epidemiology  of  lupus  in  the 
special  populations  available  in  the  Caribbean.     The  NIAMS  recently 
convened  a  group  of  investigators  interested  in  the  genetics  of  SLE 
to  plan  for  initiatives  that  would  also  involve  these  target 
populations. 

>^  ^       CONNECTIVE  TISSUE  DISORDERS 

Question.     Doctor,  I  was  delighted  to  learn  that  the 
Epidermolysis  Bullosa  (EB)  registry  is  now  in  its  second  generation 
and  has  been  quite  effective.     Are  there  any  plans  to  develop  similar 
registries  for  other  connective  tissue  diseases? 

Answer.     The  National  Epidermolysis  Registry  has  been 
particularly  useful  as  a  way  to  collect  information  about  large 
numbers  of  patients  for  application  in  epidemiologic  and  treatment 
studies.     Such  data  have  already  shown  that  EB  is  composed  of  a 
number  of  different  conditions.    While  the  EB  registry  has  been 
beneficial,  it  needs  to  be  employed  within  a  framework  of  established 
investigators  who  can  efficiently  make  use  of  the  information 
produced.     In  addition,  registries  consume  a  relatively  large  amount 
of  resources.    The  NIAMS  is  actively  determining  the  most  appropriate 
manner  to  facilitate  research  for  several  different  connective  tissue 
diseases.     Decisions  concerning  registries  for  other  connective 
tissue  diseases  will  take  into  account  the  base  of  existing  knowledge 
about  the  disease,  investigators  who  could  utilize  such  a  facility, 
the  research  objectives  to  be  achieved  by  a  registry,  other 
mechanisms  to  achieve  these  objectives,  and  the  availability  of 
funds . 


Question.     What  initiatives  are  being  undertaken  to  develop 
specialized  centers  for  basic  research  and  treatment  of  EB? 

Answer.     Epidermolysis  Bullosa  (EB)  is  a  group  of  rare  diseases. 
Very  few,  if  any,  single  research  institutions  have  a  sufficiently 
large  patient  population  necessary  to  assure  the  high  quality 
clinical  research  component  required  in  a  SCOR.     The  clinical  sites 
of  the  National  Epidermolysis  Bullosa  Registry  (NEBR)  together  have 
identified  the  majority  of  EB  patients  alive  and  diagnosed  in  the 
United  States.     Funds  for  clinical  studies,  including  clinical 
trials,  have  been  incorporated  into  the  request  for  proposals  for  the 
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next  five  years  of  the  NEBR.     This  was  felt  to  be  the  best  way  to 
assure  sufficient  patients  to  make  this  type  of  research  possible. 
The  Skin  Diseases  research  community,  with  whom  we  have  consulted  on 
several  occasions,  prefers  core  research  centers,  rather  than 
specialized  centers  for  research,  as  the  most  appropriate  center 
mechanism  at  the  present  time  for  EB- related  research. 

It  is,  therefore,  our  objective  that  the  Skin  Diseases  Core  Centers 
Program  be  expanded  by  the  addition  of  four  centers  to  a  total  of  six 
centers,  as  originally  planned  with  the  advice  of  national  scientific 
leaders  in  the  field,  with  the  intent  that  one  or  two  of  the  new 
centers  would  be  on  the  subject  of  EB,  blistering  diseases,  and  the 
biology  of  the  basement  membrane  zone  of  skin.     The  establishment  of 
these  Core  Centers  will  provide  for  basic  research  on  EB  and  the 
basement  membrane  zone  that  would  complement  support  for  large  scale 
clinical  research  within  the  new  NEBR.     Clinical  research  supported 
through  the  NEBR  will  be  of  a  larger  and  more  significant  scale  than 
could  be  supported  through  a  SCOR  at  a  single  institution.     It  allows 
the  combining  of  the  patient  material  from  all  of  the  clinical  sites. 

This  combination  of  approaches  and  awards  will  provide  more  overall 
basic  and  clinical  research  on  EB,  as  well  as  providing  a  wider 
geographic  distribution  of  research  locations  facilitating  the  o-sa 
participation  of  greater  numbers  of  EB  patients  than  could  be 
achieved  by  awarding  a  single  SCOR. 

RHEUMATOID  ARTHRITIS 

Question.     The  Committee  has  expressed  interest  in  the  use  of 
antibiotics  to  treat  rheumatoid  arthritis.     Doctor,  can  you  please 
describe  the  status  and  progress  of  the  clinical  trials  involving 
oral  and  intravenous  antibiotics? 

Answer,     The  contract  to  support  the  coordinating  center  for  the 
clinical  trial  of  minocycline  treatment  of  rheumatoid  arthritis  will 
be  awarded  on  or  about  March  1,  1991.     Contracts  for  clinical  centers 
to  participate  in  the  trial  are  expected  to  be  awarded  about  the  same 
time.     Proposals  for  additional  clinical  centers  needed  to  assure  an 
adequate  sample  of  patients  are  under  review.     The  current  design 
calls  for  a  planning  phase  during  which  the  protocol  will  be 
finalized,   the  procedures  and  data  forms  will  be  developed,  and  the 
staff  at  the  clinical  centers  will  be  trained  and  certified  to  begin 
recruitment  for  the  volunteers  to  participate  in  this  trial. 

SPORTS  MEDICINE 

Question.     Doctor,   there  has  been  much  publicity  concerning 
sports  related  injuries.     What  are  your  plans  for  research  in  the 
study  of  sports  medicine?  .  j-i^.  - 

Answer.  The  Program  Announcement  on  Musculoskeletal  Fitness  and 
Sports  Medicine  has  been  highly  successful  in  generating  applications 
and  obtaining  new  funding  related  to  this  field.     A  book  on 
inflammation  and  healing  from  sports  injuries  was  published  in  1990. 
The  NIAMS  is  sponsoring  two  forthcoming  workshops  on  sports  related 
injury  and  has  a  current  program  announcement  on  this  topic.  The 
NIAMS  will  issue  a  new  program  announcement  following  the  workshops. 
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SKIN  DISEASE  CENTERS 

Question.     There  are  now  two  core  centers  focused  on  skin 
disease  research.     In  the  past  the  Committee  has  heard  about  the  need 
for  a  total  of  six  of  these  centers.     In  your  professional  judgment 
are  additional  centers  needed? 

Answer.     Yes.     In  1988,  the  NIAMS  established  two  Skin  Diseases 
Core  Centers  to  coordinate  and  foster  interdisciplinary  cooperation 
among  investigators.     The  original  plan,  developed  through 
consultation  with  our  external  advisors  and  the  academic  dermatology 
community,  called  for  a  total  of  six  Skin  Diseases  Centers. 

The  NIAMS  surveyed  responsible  members  of  the  dermatology 
community  and  together  with  them  decided  that  at  least  six  centers 
would  meet  current  needs  at  a  minimal  level.     Funding  was  available 
to  begin  only  two  of  these.     Our  opinion  continues  that  six  are 
needed. 

RELATED  BONE  DISEASES 

Question.     I  am  also  interested  in  the  status  of  two  other 
programs  dealing  with  bone  disease  research. 

First,  has  the  Institute  been  successful  in  providing 
fellowships  to  attract  and  train  postdoctoral  fellows  in  the  area  of 
bone  research? 

Answer.     The  NIAMS  is  issuing  a  program  announcement  for  new 
research  career  awards  in  bone  biology  and  bone  diseases.     This  will 
request  applications  for  clinical  investigator  awards,  research 
career  development  awards,   and  physician  scientist  awards.  This 
follows  prior  NIAMS  announcements  requesting  additional  research 
grants  focusing  on  osteoporosis. 

Question.  Also,  I  wonder  if  you  could  update  us  on  the  genetic 
cause  of  osteoarthritis  and  describe  what  further  work  has  been  done 
on  the  relationship  between  this  "faulty"  gene  and  the  production  of 
collagen? 

Answer.     In  the  fall  of  1990,  for  the  first  time,   a  gene  has 
been  found  that  causes  a  form  of  osteoarthritis.     Researchers  led  by 
NIAMS  grantees  Dr.  Darwin  J.  Prockop  at  Thomas  Jefferson  University 
in  Philadelphia,  Pennsylvania,  and  Dr.  Roland  W.  Moskowitz  at  Case 
Western  Reserve  University  in  Cleveland,  Ohio,  studied  three 
generations  of  a  family  affected  with  a  form  of  primary 
osteoarthritis.     They  pinpointed  a  gene  defect  in  collagen  II,  a 
structural  protein  that  strengthens  cartilage.     The  researchers  found 
a  single  gene  mutation  that  directs  the  substitution  of  one  amino 
acid,  cysteine,   for  another,  arginine ,  at  one  position  in  the  chain 
of  more  than  1,000  amino  acids  that  make  up  collagen  II.  This 
finding  strongly  supports  the  idea  that  a  single  genetic  flaw  can 
cause  at  least  one  form  of  osteoarthritis,   and  maybe  others.     Work  is 
now  in  progress  to  determine  whether  this  abnormality  or  similar  ones 
are  present  in  large  numbers  of  patients  with  osteoarthritis. 
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INTRAMURAL  RESEARCH 

Question.     Your  intramural  research  program  has  grown  to  7.5 
percent  of  your  overall  budget,  but  this  is  still  below  the  average 
for  NTH  as  a  whole.     What  plans  to  you  have  for  your  laboratory 
programs?    Have  you  been  given  adequate  space?    What  difficulties 
have  you  experienced  in  recruiting  scientists  for  areas  of  your 
program  that  you  would  like  to  expand? 

Answer.  In  1990,  the  NIAMS  established  two  new  laboratories  in 
its  intramural  research  program:     the  Laboratory  of  Skin  Biology  and 
the  Laboratory  of  Structural  Biology  Research.     We  are  currently 
recruiting  an  individual  to  lead  a  Section  on  Genetics  within  the 
Laboratory  on  Skin  Biology  to  study  the  genetic  basis  for  a  variety 
of  heritable  skin  diseases.     The  Laboratory  of  Structural  Biology 
Research  is  expanding  its  work  with  the  Division  of  Computer  Research 
and  Technology  in  the  area  of  image  processing  and  analysis  of 
macromolecules ;  it  is  also  recruiting  for  a  senior  scientist  to 
pursue  x-ray  diffraction  analysis  of  proteins. 

Establishment  of  a  Laboratory  of  Bone  and  Connective  Tissue 
Biology  is  the  next  step  in  expanding  the  Institute's  intramural 
program  in  accordance  with  the  plan  submitted  to  Congress  in  1988. 
The  first  director  of  the  Orthopaedics  Research  Unit  has  recently 
accepted  a  position  outside  the  NIH.     A  new  director  is  being 
vigorously  recruited  with  the  advice  of  leaders  in  academic 
orthopaedics.     We  also  have  plans  to  recruit  for  a  director  of  the 
Laboratory  of  Bone  and  Connective  Tissue  Biology. 

Expansion  of  the  Intramural  Program  depends  upon  space  being 
vacated  by  other  NIH  Institutes  that  are  moving  to  new  quarters. 
We  expect  that  some  additional  space  will  be  available  by  the  end  of 
this  fiscal  year. 


QUESTIONS  SUBMITTTED  BY  SENATOR  ARLEN  SPECTER 

SPORTS  MEDICINE 

Question.     Dr.   Shulman,   much  of  the  Nation's  attention  will  be 
focused  on  sports  this  weekend  as  the  NCAA  Basketball  Tournament  gets 
underway.     Let  me  note,   for  the  record  Mr.   Chairman,   that  five 
Pennsylvania  teams  are  participating  in  the  tournament.     There  has 
been  much  publicity  in  recent  years  regarding  sports  related 
injuries.     What  are  the  Institute's  plans  for  research  in  the  study 
of  sports  injuries? 

Answer.     The  NIAMS  has  organized  and  supported  a  Workshop  on 
Sports  Injuries  in  Youth:     Surveillance  Strategies  to  be  held  at  the 
NIH  on  April  8-9,   1991.     Speakers  will  discuss  the  background  of 
existing  surveillance  systems  and  the  scope  of  the  problem,  identify 
important  data  elements,  and  explore  the  resources  needed  to  develop 
surveillance  systems  for  sports  injuries.     Invited  participants 
include  orthopaedic  surgeons,  coaches,   trainers,  representatives  from 
state  health  departments,  epidemiologists,  and  other  interested 
parties.     The  workshop  and  its  written  summary  will  encourage 
additional  research  applications  in  this  field. 
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In  the  broader  field  of  sports  medicine  research,   the  NIAMS  has 
successfully  increased  the  support  for  research  grants  in  the  past 
five  years.     To  date  there  have  been  70  grant  applications  received 
in  response  to  the  Program  Announcement  on  Musculoskeletal  Fitness 
and  Sports  Medicine,  of  which  28  were  funded.  Both  basic  and  clinical 
science  projects  cover  a  wide  range  of  topics  from  tendon  injury 
h3aling  to  clinical  studies  comparing  reconstruction  surgery  for 
anterior  cruciate  ligaments.     The  most  recent  special  effort  of  the 
NIAMS  in  the  sports  area  was  support  of  a  workshop  and  book  on 
sports- induced  inflammation. 

Question.     Particular  concerns  have  been  raised  of  late 
regarding  the  use  by  athletes  of  anabolic  steroids.     Has  the 
Institute  supported  any  studies  examining  the  effects  of  these 
steriods  by  young  athletes? 

Answer.     The  NIAMS  has  not  supported  research  projects  on 
anabolic  steriods.     We  have  had  very  few  meritorious  applications  to 
consider.     Clinical  studies  of  anabolic  steroid  use  are  hindered  by 
the  reluctance  of  users  to  reveal  their  use  and  participate  in  well 
designed  investigations.     We  vjould  welcome  meritorious  applications 
for  research  in  this  important  field. 


National  Center  for  Research  Resources 

STATEMENT  OF  DR.  ROBERT  A.  WHITNEY,  DIRECTOR 

BUDGET  REQUEST 

Senator  HARKm.  Again  my  apologies  for  the  delay  due  to  a  vote. 

Dr.  Whitney,  we  have  your  budget  request  for  $320  million.  I  no- 
tice you  have  the  distinction  of  being  the  only  center  or  institute 
that  is  requesting  a  cut  below  your  1991  appropriations.  In  spite 
of  this  cut,  I  notice  that  your  clinical  research,  research  technology, 
and  animal  sciences  programs  all  would  grow  at  rates  above  infla- 
tion. 

Dr.  Whitney,  welcome  again.  Please  proceed  with  your  state- 
ment. 

Dr.  Whitney.  Thank  you,  Mr.  Chairman.  I  am  pleased  to  present 
the  President's  request  for  the  fiscal  year  1992  appropriation  for 
the  National  Center  for  Research  Resources. 

Our  three  largest  research  centers  programs,  the  General  Clini- 
cal Research  Centers,  the  Biomedical  Research  Technology  Centers, 
and  the  Regional  Primate  Research  Centers,  as  a  group,  comprise 
the  largest  national  contribution  of  resources  specifically  identified 
for  use  in  biomedical  research.  This  request  includes  funding  to 
continue  support  for  these  centers. 

Like  all  of  the  programs  in  NCRR,  these  three  resource  centers 
programs  provide  effective  mechanisms  for  containing  research 
costs  because  they  offer  economies  of  scale  and  sharing  of  resources 
not  otherwise  available.  The  resources  which  the  NCRR  has  devel- 
oped and  now  supports  are  too  expensive  to  be  provided  within  a 
single  research  project  or  even  by  a  cluster  of  individual  projects. 

In  addition  to  supporting  the  major  resource  centers  for  NIH  and 
PHS-funded  investigators,  the  NCRR  continually  develops  new  re- 
sources hastening  the  progress  of  research.  For  example,  develop- 
ing a  wide  spectrum  of  new  models  of  human  disease  processes  is 
a  principal  focus  of  the  NCRR's  new  research  project  grant  activity. 

Much  of  the  1991  increase  in  the  biological  models  and  materials 
research  program  was  in  support  of  research  project  grants.  The 
1992  request  would  continue  that  program  and  also  continue  the 
development  of  mammalian  models  in  the  Regional  Primate  Re- 
search Centers  and  Laboratory  Animal  Sciences  Centers  and  com- 
puter-based models  in  the  Biomedical  Research  Technology  Cen- 
ters. 

The  research  capabilities  of  institutions  with  predominantly  mi- 
nority enrollment  will  be  developed  further  through  the  research 
centers  in  minority  institutions  program  and  construction  of  new 
research  facilities  at  historically  black  colleges  and  universities  and 
similar  minority  institutions  through  the  $15  million  requested  in 
1992  for  research  facilities  improvement. 
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PREPARED  STATEMENT 

Of  special  note,  the  NCRR  will  continue  to  help  develop  one  of 
the  Nation's  most  important  areas  of  investment  in  the  future,  fu- 
ture biomedical  researchers.  NCRR  will  continue  to  increase  sup- 
port for  minority  high  school  students  and  their  science  teachers  to 
experience  the  excitement  of  the  hands-on  research  environment. 

Woven  together,  these  programs  strengthen  and  enhance  the  en- 
vironments in  which  research  advancements  can  take  place. 

The  total  1992  budget  request  for  NCRR  is  $320,975,000. 

I  would  be  happy  to  answer  any  questions  you  may  have. 

[The  statement  follows:] 
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STATEMENT  OF  DR.  ROBERT  A.  WHITNEY 

Mr.  Chaimian  and  Members  of  the  Committee:     I  am  pleased  to  present  the 
Fiscal  Year  1992  budget  request  for  the  National  Center  for  Research  Resources 
(NCRR) .     Many  of  the  breakthroughs  and  research  advancements  described  during 
these  hearings  were  made  possible  by  or  came  about  as  a  direct  outgrowth  of 
the  resources  and  infrastructure  developed  and  provided  by  the  NCRR. 

The  Interrelated  network  of  resource  centers  supported  by  the  NCRR  meets 
the  needs  of  biomedical  researchers  across  the  spectrum  of  requirements,  from 
clinical  research  to  biomedical  technology  to  animal  models.     Because  the 
NCRR's  centers  are  resource  centers,  they  are  the  backbone  that  keeps  the 
research  enterprise,  carried  on  through  research  project  grants,  research 
centers,  and  other  research  awards,  upright  and  moving  forward.     Our  centers 
represent  approximately  one -third  of  NIH's  budget  for  research  centers. 

Our  three  largest  research  centers  programs -- the  General  Clinical 
Research  Centers  (GCRCs),  the  Biomedical  Research  Technology  Centers,  and  the 
Regional  Primate  Research  Centers --as  a  group,  comprise  the  largest  national 
collection  of  resources  specifically  identified  for  use  in  biomedical 
research.    Our  GCRCs  are  home  for  more  than  4,500  research  studies  and 
projects  funded  by  all  the  NIH  components  across  the  entire  range  of 
biomedical  research.     For  example,  investigators  at  the  GCRCs  have  been 
pivotal  in  the  development  of  the  technology  for  kidney,  liver,  bone  marrow, 
and  heart  transplants  as  well  as  those  for  other  organs.     The  first  liver 
transplant  was  performed  in  the  early  1960 's  at  the  University  of  Colorado 
GCRC.     The  co-recipient  of  the  1990  Nobel  Prize  in  Medicine  or  Physiology,  Dr. 
E.  Donnall  Thomas,  did  some  of  his  pioneering  work  in  bone  marrow 
transplantation  at  the  University  of  Washington  GCRC.     Important,  ground- 
breaking research  on  transplantation  of  pancreatic  islet  cells  is  ongoing  at 
the  University  of  Miami  GCRC.    AIDS  research  is  being  supported  at  ever 
increasing  levels,  both  pediatric  and  adult,  and  both  Inpatient  and 
outpatient.    We  are  proud  of  the  planning  that  allowed  us  to  have  the  clinical 
research  Infrastructure  in  place  for  use  in  AIDS  clinical  trials --the  GCRCs 
host  studies  from  many  of  the  AIDS  Clinical  Trials  Groups  funded  by  the  NIAID 
as  well  as  AIDS  studies  funded  by  other  NIH  Institutes. 

Some  of  the  really  exciting  developments  In  research  are  now  occurring  In 
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structural  and  molecular  biology.     The  ability  to  picture  the  structure  of 
crystals  and  the  construction  of  cells  and  their  component  parts  has  contrib- 
uted greatly  to  the  progress  of  drug  and  vaccine  development,  and  to  identify- 
ing the  location  of  genetic  material.     For  example,  analysis  of  the  structure 
of  the  AIDS  virus  receptor  protein,  CD4,  was  accomplished  by  x-ray  diffraction 
methods.     The  Biomedical  Research  Technology  Centers  are  the  locus  of  cutting- 
edge  developments  in  high-tech  instrumentation,  such  as  synchrotron  beam 
lines,  magnetic  resonance  imaging  and  spectroscopy,  and  state-of-the-art 
computers ,  which  have  enabled  the  advances  in  these  areas  and  are  opening  the 
doors  to  even  greater  progress. 

Availability  of  appropriate  models  for  the  study  of  human  disease  is 
another  important  requirement  met  by  the  NCRR.    While  the  Biomedical  Research 
Technology  Program  supports  work  in  computer-based  modelling,  the  Regional 
Primate  Research  Centers,  the  Laboratory  Animal  Sciences  Centers,  and  the 
Biological  Models  and  Materials  Research  Centers  all  provide  living  models 
specially  developed  for  use  in  particular  areas  of  biomedical  research,  from 
non-human  primates  to  the  cells  of  humans  and  of  nonmammalian  organisms.  For 
example,  researchers  have  identified  three  defective  genes  in  a  mutant  strain 
of  the  roundworm,  C.  elegans.  that  are  involved  with  cell  death;  a  toxic  gene 
product  of  at  least  one  of  these  genes  leads  to  the  degeneration  of  nerve 
cells  in  this  nematode.     The  mutant  strain  which  contains  the  defective  genes 
has  been  deposited  in  the  Caenorhabditis  Genetics  Center.     This  Center,  a 
repository  which  contains  over  1400  strains  of  nematode,  has  already 
distributed  this  mutant  to  several  other  investigators  interested  in  studying 
neurodegenerative  diseases.     Since  humans  and  the  roundworm  share  many  of  the 
same  neurotransmitters  and  neurological  genes  and  proteins,  C.  elegans  can 
serve  as  a  useful  analogy  to  the  human  brain  and  provide  a  means  to  understand 
some  of  the  mechanisms  underlying  neurodegenerative  diseases.  Another 
extremely  important  contribution  of  these  centers,  the  discovery  of  the 
susceptibility  of  macaque  monkeys  to  Simian  Immunodeficiency  Virus  and  to  one 
form, of  the  Human  Immunodeficiency  Virus,  will  enable  researchers  to  use  these 
animals  in  the  development  of  AIDS  vaccines  and  therapies. 

Like  all  of  the  programs  in  the  NCRR,  these  resource  center  programs 
provide  effective  mechanisms  for  containing  research  costs  because  they  offer 
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economies  of  scale  and  sharing  resources  not  otherwise  available.     Many  of  the 
resources  which  the  NCRR  has  developed  and  now  supports  are  too  expensive  to 
be  provided  within  a  single  research  project  or  even  by  a  cluster  of  individu- 
al projects. 

In  addition  to  supporting  the  major  resource  centers  for  NIH  and  PHS 
funded  investigators,  the  NCRR  develops  new  resources,  hastening  the  progress 
of  emerging  research  needs.     For  example,  scientists  at  the  recently 
established  NCRR- supported  Human  Genetic  Analysis  Resource  have  developed 
sophisticated  computer  programs  that  can  analyze  family  trees  and  enable 
scientists  to  study  the  genetics  of  common  diseases  that  are  caused  by  many 
genes  interacting  with  environmental  factors.     Computer  analysis  of  a  large 
family  with  about  200  members,  many  of  whom  had  heart  attacks  before  age  50, 
revealed  evidence  of  a  deficiency  gene  that  may  lead  to  premature  heart 
attacks.     The  gene  occurs  most  often  in  family  members  with  abnormally  high 
blood  cholesterol  levels.     The  researchers  now  plan  to  look  for  evidence  of 
the  gene  in  other  families  and  are  also  using  the  computer  program  to  search 
for  genetic  factors  in  diseases  such  as  cancer,  alcoholism,  and  affective 
disorders. 

New  models  of  human  disease  processes  are  under  continuous  development 
and  are  the  principal  focus  of  the  NCRR's  new  research  project  grant  activity. 
Much  of  the  1991  increase  in  the  Biological  Models  and  Materials  Research 
Program  was  in  support  of  research  project  grants  to  give  additional  emphasis 
to  non-mammalian  model  development.     Scientists  at  the  Regional  Primate 
Research  Centers  and  the  Laboratory  Animal  Sciences  Centers  continue  to 
develop  appropriate  mammalian  models  for  research.     Specialized  colonies  of 
mammals  for  specific  requirements  of  various  research  protocols  also  continue 
to  be  supported  in  these  centers.     The  research  project  grant  activity  of  the 
Biomedical  Research  Technology  program  supports  development  of  new  technology 
and  new  applications  of  technology  to  biomedical  research.     The  1992  request 
would  continue  this  program. 

The  research  capabilities  of  minority  institutions  will  be  developed 
further  as  we  continue  to  support  the  highly  successful  Research  Centers  in 
Minority  Institutions  (RCMI)  Program.     It  is  designed  to  build  research 
infrastructure  at  predominantly  minority  institutions  with  that  grant  doctoral 
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degrees  in  health-related  sciences.     These  institutions  are  becoming  more 
actively  involved  in  the  research  supported  by  the  NIH  categorical  Institutes, 
and  we  are  especially  pleased  with  the  continuing  collaboration  with  the 
National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID) .     In  1990,  the 
NIAID  made  awards  to  three  RCMI  institutions  which  will  assist  them  to  become 
important  participants  in  AIDS  clinical  trials,  focusing  on  the  inclusion  of 
minority  populations  in  these  trials. 

This  budget  request  includes  a  new  proposal  to  construct  research 
facilities  at  minority  institutions.     The  $15  million  requested  for  Research 
Facilities  Improvement  will  be  awarded  competitively  to  Historically  Black 
Colleges  and  Universities  and  similar  institutions.     This  effort  will  expand 
the  base  of  institutions  that  conduct  biomedical  research,  targeting 
institutions  that  have  had  difficulty  in  the  past  obtaining  construction  funds 
from  non- federal  sources. 

Of  special  note,  the  NCRR  will  continue  its  development  in  the  nation's 
most  important  investment  in  the  future- -potential  biomedical  researchers.  We 
will  continue  and  increase  our  support  to  provide  hands-on  research  exposure 
to  minority  high  school  students  and  their  science  teachers.     This  program  has 
been  and  continues  to  be  an  inexpensive  mechanism  to  foster  interest  at  the 
high  school  level  in  science  and  possible  future  careers  in  biomedical 
research. 

In  1991  we  initiated  a  program  that  brings  minority  high  school  science 
teachers  and  those  who  teach  minority  students  into  the  research  environment 
for  up  to  eight  weeks  in  the  summer  to  enhance  their  research  skills,  expose 
them  to  new  developments  in  science,  and  rekindle  their  excitement  with  their 
chosen  field.  We  have  great  hopes  that  this  program  will  result  in  greater 
interest  in  science  at  the  high  school  level  and  greater  interaction  between 
research  institutions  and  the  high  schools. 

An  area  of  particular  interest  to  the  Committees  last  year  was  the  NCRR's 
animal  facilities  improvement  program,  which  provides  funds  to  institutions  to 
renovate  their  animal  facilities  to  ensure  compliance  with  PHS  policy  on  the 
care  and  use  of  laboratory  animals.     In  1990  we  initiated  a  special  set-aside 
within  this  program  for  smaller,  less  research  intensive  institutions.     I  am 
pleased  to  report  that  10  of  these  institutions  received  awards  in  1990,  along 
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with  41  awards  in  the  regular  program.     With  the  increase  provided  in  1991  we 
will  be  able  to  make  two  additional  awards. 

The  training  and  career  development  of  current  and  future  research 
investigators  is  an  important  activity  of  the  NCRR.     One  of  our  most 
successful  programs  is  the  Clinical  Associate  Physician  program,  a  clinical 
research  development  program  for  physicians  and  dentists  carried  out  at  the 
General  Clinical  Research  Centers.  In  1991  we  initiated  a  minority  component 
of  this  program,  designed  to  bring  minority  physicians  and  dentists  into 
clinical  research.     We  plan  to  double  the  program  in  1992  to  include  10 
minority  physicians  and  dentists,   in  addition  to  the  regular  program. 

The  NCRR  also  supports  a  program  to  train  veterinarians  in  laboratory 
animal  medicine,  a  highly  specialized  area  which  requires  an  increasing  level 
of  trained  personnel.     These  training  programs  provide  approximately  30 
laboratory  animal  veterinarians  per  year.    We  also  provide  support  to  11 
research  career  awardees  in  the  Special  Emphasis  Research  Career  Award 
program,  again  in  the  laboratory  animal  sciences. 

This  year,  in  order  to  allow  for  the  expansion  of  other  high  priority  NIH 
research  nechanisms,  no  funds  are  requested  for  the  Biomedical  Research 
Support  Grant  program. 

The  1992  request  includes  $8.8  million  for  the  Shared  Instrumentation 
Grant  program  of  the  Center,  a  reduction  of  $24  million  from  the  amount 
available  in  1991.     This  program  funds  high-cost  lnstr\iments  to  be  shared  by 
three  or  more  PHS  investigators  in  carrying  out  their  research.     In  order  to 
allow  for  additional  resources  for  research  project  grants,  some 
responsibility  for  the  cost  of  their  purchase  will  have  to  be  assumed  by  the 
research  institutions . or  requested  as  part  of  the  research  project 
application. 

The  NCRR  will  continue  to  develop  and  provide  many  types  of 
infrastructure  support  to  NIH  intramural  researchers.     Some  of  these  resources 
are  similar  to  those  supported  through  the  NCRR  appropriation,  in  particular, 
in  animal  and  non-animal  models  and  sophisticated  Instrumentation.     The  NCRR 
also  provides  medical  arts  and  photography  services  and  the  services  of  the 
NIH  library.    As  in  the  past,  these  activities  will  be  supported  through  the 
NIH  Management  Fund  and  the  Service  and  Supply  Fund. 
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Woven  together,  all  of  NCRR's  programs,  both  intramural  and  extramural, 
strengthen  and  enhance  the  environment  in  which  research  advancements  take 
place,  and  help  to  carry  out  the  mission  of  the  NIH  and  its  components,  by 
helping  to  accelerate  the  progress  of  biomedical  research  and  helping  to 
contain  research  costs  for  NIH  as  a  whole. 

The  total  FY  1992  budget  request  for  the  National  Center  for  Research 
Resources  is  $320,975,000.     I  will  be  happy  to  answer  any  questions  you  may 
have.      :::T..:!:rBh  'iiS.  :./r 


'  ^     BIOGRAPHICAL  SKETCH  OF  DR.  ROBERT  A.  WHITNEY 

Blrthdate:     July  27,  1935  -  Oklahoma  City,  Oklahoma 

Education:    D.V.M.,  Oklahoma  State  University  College  of  Veterinary 
Medicine,  1959;  M.S.  (Pharmacology),  The  Ohio  State  University, 
Graduate  School,  1965;  Resident  In  Laboratory  Animal  Medicine, 
The  Ohio  State  University  College  of  Medicine,  1965. 

Professional  History;     1990  to  present.  Director,  National  Center 
for  Research  Resources,  NIH;  1988  to  1990,  Acting  Director,  Division 
of  Research  Resources,  NIH;  1987  to  present.  Director,  Office  of 
Animal  Care  and  Use,  NIH;  1985  to  1990,  Director,  Division  of 
Research  Services  (DRS) ,  NIH;  1984  to  1989,  Chief  Veterinary  Officer, 
U.S.  Public  Health  Service  (USPHS) ;  1984  to  present.  Chairman, 
U.S.  Government  Interagency  Research  Animal  Committee  (IRAC) ; 
1984-1985,  Acting  Director,  Division  of  Research  Services  (DRS), 
NIH;  1972-1985,  Chief,  Veterinary  Resources  Program,  DRS,  NIH; 

Uniformed  Service:  1971  to  present,  U.S.  Public  Health  Service, 
Assistant  Surgeon  General  (Rear  Admiral,  07);  1959-1971,  United 
States  Army  (Lieutenant  Colonel,  05). 

Societies  and  Associations:    American  Association  for  Laboratory 
Animal  Science;  American  Association  of  Laboratory  Animal 
Practitioners;  American  College  of  Laboratory  Animal  Medicine; 
American  Society  of  Primatologists ;  American  Veterinary  Medical 
Association;  Commissioned  Officers  Association,  USPHS;  District 
of  Columbia  Veterinary  Medical  Association;  National  Capital  Area 
Branch,  American  Association  for  Laboratory  Animal  Science;  The 
Scientific  Research  Society  of  America;  Association  of  Military 
Surgeons  of  the  United  States. 

Honors  and  Awards :     USPHS  Distinguished  Service  Medal;  USPHS  Surgeon 
General's  Exemplary  Service  Medal;  USPHS  Meritorious  Service  Medal; 
USPHS  Commendation  Medal;  Department  of  Army  Legion  of  Merit; 
Department  of  Army  Meritorious  Service  Medal;  Department  of  Army 
Commendation  Medal;  NIH  Director's  Award;  Ohio  State  University 
College  of  Veterinary  Medicine,  Distinguished  Alvimnus  Award; 
Oklahoma  State  University  College  of  Veterinary  Medicine, 
Distinguished  Graduate  Recognition  Award;  The  Charles  River  Prize; 
Alpha  Zeta;  Blue  Key;  Included  in  1973  Edition,  American  Men  and  Women 
of  Science:  Diplomate,  American  College  of  Laboratory  Animal  Medicine. 


Publications :    Author  of  one  book  and  over  40  scientific  papers. 
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BIOMEDICAL  RESEARCH  SUPPORT  GRANTS 

Senator  Harkin.  Thank  you  very  much,  Dr.  Whitney. 
I  Dr.  Whitney,  in  fiscal  year  1989,  over  $55  million  was  made 
I  available  for  biomedical  research  support  grants.  This  year  in  1991, 
!  only  $22.2  million  was  made  available,  and  I  see  your  fiscal  year 
'  1992  request  for  this  program  is  zero.  I  understand  it  has  been  a 
popular  program  which,  on  a  formula  basis,  provides  funding  to  in- 
stitutions which  have  three  or  more  NIH  grants. 

Your  budget  also  proposes  to  cut  the  shared  instrumentation 
grant  program  from  $32.5  million  in  1991  to  $8,758  million,  or  a 
cut  of  almost  $24  million. 

These  are  two  programs  that  have  been  somewhat  popular,  and 
I  am  wondering  what  the  rationale  is  for  cutting  these  programs. 

Dr.  Whitney.  I  believe  that,  within  the  constraints  of  the  1992 
budget,  these  simply  had  a  lower  priority  than  the  research  project 
ij  grants. 

|i  Senator  Harkin.  Tell  me  about  the  biomedical  research  support 
j   grants.  What  are  those? 

flexible  funds 

Dr.  Whitney.  Those  are  flexible  funds  that  are,  as  you  men- 
tioned earlier,  given  to  institutions  that  have  some  minimal 
■    amount  of  NIH  funding.  This  is  a  program  in  which  the  institution 
i  has  the  flexibility  of  using  the  funds  lor  a  number  of  different  pur- 
1   poses.  Most  of  those  funds  are  used  to  support  pilot  grants  for 
I   yoimg  investigators  who  are  developing  the  possibility  of  future  re- 
I   search  project  grant  applications,  for  funding  grants  between  appli- 
j   cations  where  tnere  may  be  a  lag  in  fimding,  and  for  general  things 
like  improvements  and  repair,  and  replacement  of  small  instru- 
ments that  break  down.  This  is  a  fund  at  the  institution  that  has 
the  flexibility  and  instant  capability  to  be  responsive. 
Senator  Harkin.  It  sounds  like  this  is  something  that  is  really 
I   important  to  the  smaller  schools,  those  that  are  not  in  the  main- 
■ '   stream  of  grants. 

Dr.  Whitney.  On  a  formula  basis,  in  1991,  the  smaller  schools 
will  be  getting  a  minimum  of  $5,000,  where  the  larger  schools  may 
get  up  to  $200,000.  The  program  goes  across  the  board. 
,1      Senator  Harkin.  And  the  formula  is  based  upon  the  number  of 
l|i  grants? 

Dr.  Whitney.  The  formula  is  based  upon  the  amount  of  money 
that  NIH  is  providing  to  the  institution  in  grants,  contracts,  and 
cooperative  agreements. 
Senator  Harkin.  I  see.  I  am  not  correct  in  my  assumption  then. 
The  shared  instrumentation  grant.  Just  at  the  very  sound  of  it, 
it  sounds  good.  Why  would  that  be  cut? 
Dr.  Whitney.  Again,  I  think  it  is  simply  a  matter  of  staying 
I   within  the  constraints  of  the  budget  without  impacting  too  heavilv 
I   on  other  programs.  This  is  1-year  money,  and  so  it  is  easier  to  work 
:   with  this  budget  thgin  it  is  to  work  with  budgets  that  have  3  and 
4  out-years  to  be  dealt  with. 

Senator  Harkin.  Last  year,  this  committee  asked  NIH  to  explore 
the  alternative  of  using  marine  animals  for  biomedical  research. 
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What  were  your  findings  with  regard  to  any  nonprimate  marine 
animals  for  research? 

Dr.  Whitney.  We  have  had  a  good  response  to  our  request  for 
applications  for  grants  in  the  biological  models  and  materials  re- 
search program  using  marine  models,  everything  from  sea  urchins 
to  different  species  of  fish.  That  RFA,  or  a  program  announcement, 
will  be  repeated  next  year,  and  we  will  continue  to  try  to  stimulate 
activity  within  development  of  marine  and  other  aquatic  models 
from  this  program.  If  you  will  recall,  we  had  a  50-percent  increase 
in  that  program  last  year. 

Senator  Harkin.  I  see  the  budget  request  for  buildings  and  facili- 
ties includes  $16.5  million  for  animal  facilities.  Will  this  funding, 
along  with  the  previous  appropriations,  be  adequate  to  bring  NIH 
facilities  up  to  standards  issued  by  the  American  Association  of  Ac- 
creditation of  Laboratory  Animal  Care? 

Dr.  Whitney.  That  plus  one  more  increment  will  do  that  in  1992. 
There  is  a  1993  increment  also. 

Senator  Harkin.  How  much  is  that  going  to  be? 

Dr.  Whitney.  I  believe  it  is  $12  million  for  1993,  in  the  buildings 
and  facilities  funds. 

Senator  Harkin.  Dr.  Raub. 

Dr.  Raub.  Mr.  Chairman,  may  I  add  something  and  perhaps  Dr. 
Whitney  will  want  to  elaborate.  Based  on  the  previous  appropria- 
tions, we  have  reached  a  point  where  we  have  filed  an  application 
with  the  outside  accreditation  group  for  a  review  and,  we  hope,  ac- 
creditation of  the  20  percent  or  so  of  our  existing  facilities  that  are 
not  yet  fully  accredited.  But  the  continuing  request  we  have  in 
1992  is  part  of  the  longer  term  task  of  maintaining  accreditation. 
Dr.  Whitney  is  much  better  informed  about  that  process  than  I  am. 

Dr.  Whitney.  We  expect  to  be  site-visited  sometime  between 
June  and  August  of  this  year. 

QUESTIONS  submitted  BY  THE  SUBCOMMITTEE 

Senator  Harkin.  Very  good.  Thank  you.  There  will  be  some  addi- 
tional questions  which  will  be  submitted  for  your  response  in  the 
record. 

[The  following  questions  were  not  asked  at  the  hearing,  but  were 
submitted  to  the  Institute  for  response  subsequent  to  the  hearing:] 
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QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

GENERAL  CLINICAL  RESEARCH  CENTERS 

Question.     I  understand  your  institute  supports  74  clinical 
research  centers  around  the  country  that  are  available  and  used 
to  support  the  various  clinical  trials  that  the  other  Institutes 
initiate.    Most  of  these  clinical  research  centers  I  believe  are 
located  in  hospitals  and  are  programs  which  hospitals  very  much 
want  to  keep.     Describe  for  the  committee  the  nature  of  cost 
sharing  arrangements  between  NIH  and  the  hospitals  which  house 
these  programs. 

Answer.    Approximately  25  percent  of  all  the  research 
projects  hosted  at  the  74  General  Clinical  Research  Centers 
around  the  country  are  dedicated  to  clinical  trials  research. 
In  general,  the  hospital -based  costs  paid  by  the  Program  are  set 
by  the  regional  office  of  the  Department  of  Health  and  Human 
Services  (DHHS) .     In  several  cases,  over  the  past  few  years, 
those  rates  at  some  centers  have  appeared  to  be  much  higher  than 
those  for  other  nearby  institutions.     On  a  case-by-case  basis, 
program  and  grants  management  staff  of  the  National  Center  for 
Research  Resources  have  been  able  to  negotiate  lower  rates  for 
space  costs,  resulting  in  significant  savings.     The  hospitals 
which  host  the  General  Clinical  Research  Centers  readily 
acknowledge  the  role  that  the  facility  plays  in  their  overall 
clinical  research  mission.     To  remain  competitive  with  other 
sites  throughout  the  country,  many  of  the  hospitals,  associated 
with  academic  medical  centers ,  have  accepted  levels  of 
reimbursement  below  that  set  by  the  regional  HHS  office. 

Question.     I  see  that  your  request  for  the  Clinical 
Research  program  is  $126,891,000  or  a  6.3  percent  increase  over 
1991.     How  much  are  hospitals  and  other  host  institutions 
providing  in  matching  or  cost  sharing  funds? 

Answer.     It  is  difficult  to  quantify  the  funds  contributed 
by  the  host  institutions  of  the  General  Clinical  Research 
Centers  (GCRC) .     The  cost  of  conducting  clinical  research  has 
increased  at  rates  which  significantly  exceed  the  biomedical 
research  development  price  index  over  the  past  few  years. 
Administratively,  funds  provided  by  the  GCRC  Program  are 
adjusted  to  cost,  based  on  institutional  analyses  which  are 
approved  by  the  regional  office  of  Department  of  Health  and 
Human  Services.     Over  the  past  two  fiscal  years,  hospital  based 
costs  increased  at  rates  of  approximately  20  percent  per  year 
and  accounted  for  approximately  40  percent  of  the  entire  GCRC 
program  budget.     As  a  result,  several  GCRC  sites  were  requested 
to  reanalyze  their  budgets  to  develop  a  more  cost  effective 
configuration  for  their  centers.     To  reach  that  goal,  several 
Institutions  hosting  GCRC  sites  reduced  the  cost  for  hosting  the 
Center  at  their  institution  significantly.     In  FY  1990,  the 
level  of  savings  was  approximately  $2,000,000.     In  addition  to 
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adjusting  the  base  hospitalization  rate,  several  institutions 
also  contributed  additional  research  nursing  support.    All  this 
activity  was  voluntary  from  the  institution's  standpoint  to  make 
their  center's  applications  more  competitive  and  not  mandated  by 
the  Program. 

NONMAMMALIAN  MODELS  FOR  RESEARCH 

Question.     The  Biological  Models  and  Materials  Research 
(BMMR)  Program  was  established  in  1989  to  provide  a  source  of 
funding  for  the  development  of  alternative  or  adjunctive 
nonmammalian  models  for  biomedical  research.    How  many  requests 
for  research  projects  in  the  area  of  alternative  model 
development  has  the  Center  received  to  date  and  what  percentage 
of  the  number  have  you  been  able  to  fund? 

Answer.     The  Program  recently  issued  a  Request  for 
Applications  for  the  development  of  nonmammalian  model  systems. 
One  hundred  applications  were  received,  and  of  those 
applications,  eight  were  funded  by  the  Center  in  FY  1990,  and 
thus  far,  six  more  have  been  funded  in  FY  1991.  Also, 
approximately  four  to  six  will  be  funded  by  other  components  at 
NIH  in  FY  1991.     Thus,  18  to  20  percent  will  be  funded  from  the 
RFA. 

PRIMATE  RESOURCES 

Question.     Your  Institute  supports  the  seven  primate 
centers  around  the  country  which  breed  and  provide  a  significant 
ntunber  of  animals  for  research.     Are  these  breeding  programs 
sufficient  to  provide  us  with  an  adequate  number  of  animals  for 
research  or  do  we  still  need  to  import  primates  from  the  wild? 

Answer.     Breeding  colonies  at  the  seven  NCRR  regional 
primate  research  centers  produce  2100-2200  animals  per  year. 
NCRR  also  supports  breeding  colonies  of  specific  pathogen  free 
Rhesus  monkeys  that  will  provide  500  animals  annually  by  1992- 
1993.     However,  these  resources  cannot  fully  meet  the  national 
requirements.     Because  of  the  long  gestation  period  for  nonhuman 
primates  and  the  3-5  year  age  of  maturity  for  most  species  of 
nonhuman  primates,  those  resources  can  provide  a  small  portion 
of  the  nonhuman  primates  required  for  biomedical  research.  In 
addition  to  those  sources,  the  biomedical  research  community  may 
have  to  consider  commercial  sources,  and  importing  a  larger 
number  of  animals  than  over  the  past  18  months,  since 
restrictions  were  imposed  because  of  concerns  about  an  ebola- 
like  virus.     No  chimpanzees  have  been  imported  into  the  United 
States  for  research  since  1976;  and  chimpanzees  were  declared 
"endangered"  in  the  wild  by  the  U.S.  Fish  and  Wildlife  Service 
in  1989.     The  NCRR  Chimpanzee  Breeding  and  Research  Program  ' 
currently  produces  approximately  50  offspring  annually  to  meet 
the  currently  estimated  requirements  for  AIDS  research.  We 
cannot  be  certain  that  our  current  resources  will  be  sufficient, 
since  we  cannot  forecast  what  types  of  diseases  may  arise  that 
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would  require  the  use  of  chimpanzees  for  future  biomedical 
research  needs. 


QUESTIONS  SUBMriTTED  BY  SENATOR  DANIEL  K  INOUYE 

RESEARCH  CENTERS  IN  MINORITY  INSTITUTIONS 

Question.    The  objective  of  the  RCMI  Program  is  to  expand 
the  Nation's  capacity  for  biomedical  research  by  developing  the 
research  Infrastructure  at  doctoral  degree  Institutions.  It 
appears  that  the  Program  is  having  far  greater  Impact  than  was 
originally  anticipated.    What,  if  any,  are  the  unmet  needs  for 
this  program?    Will  the  modest  Increase  proposed  for  this 
Program  in  FY  1992  allow  the  Program  to  continue  to  meet  the 
emerging  needs  of  the  RCMI  grantee  community? 

Answer.     There  are  evolving  collaborative  research  efforts 
between  the  RCMI  Program  and  the  National  Center  for  Human 
Genome  Research,  the  National  Institute  of  Environmental  Health 
Sciences,  and  the  General  Clinical  Research  Centers  Program, 
NCRR.     With  a  collaborative  effort  between  the  RCMI  program  and 
that  of  the  other  NIH  institutes  and  centers,  the  mission  of  the 
RCMI  program  will  continue  to  expand  since  those  other  NIH 
sources  will  help  fund  RCMI  investigator  Initiated  biomedical 
research. 

Question.     The  NIAID  has  been  very  responsive  to  the 
congressional  mandate  for  using  RCMI -eligible  Institutions  in 
the  fight  against  diseases  that  disproportionately  affect 
minorities,  i.e.  AIDS.    What  progress  is  there  to  date  in  using 
this  model  with  other  ICDs  in  order  to  broaden  the  participation 
of  the  RCMI  community  in  addressing  other  diseases  that  might 
impact  disproportionately  on  minority  populations? 

Answer.     Using  the  successful  approach  developed  between 
the  NIAID  and  the  RCMI  program  for  AIDS -related  research,  a 
similar  model  is  being  used  with  other  NIH  institutions  and 
centers.     Planned  conferences  have  been  held  with  the  National 
Center  for  Human  Genome  Research  and  the  National  Heart  Lung  and 
Blood  Institute.    Conferences  are  now  being  planned  with  the 
National  Institute  of  Environmental  Health  Sciences  and  the 
National  Institute  of  Diabetes  and  Digestive  and  Kidney 
Diseases.    This  approach  should  result  in  greater  participation 
of  minority  scientists  and  patients  in  those  disease  areas  which 
disproportionately  impact  minority  populations. 

Question.    The  disease  AIDS  more  and  more  is  becoming  a 
disease  that  disproportionately  affects  minority  populations. 
We  are  especially  pleased  to  learn  of  the  expanded  participation 
of  minority  institutions  in  the  fight  against  AIDS.  However, 
with  the  magnitude  of  the  problem  in  the  minority  coimnunity,  it 
would  appear  that  the  needs  of  this  community  may  not  be  met  by 
the  funds  requested  in  the  1992  budget  request  for  the  RCMI 


1114 


Program.     Are  there  any  unmet  needs?     If  so,  what  are  the 
funding  requirements . 

Answer,     Because  of  the  impact  of  AIDS  on  minority 
populations  RCMI  grantee  institutions  will  participate  in  AIDS 
research  in  FY  1992.     The  collaborative  effort  between  the  NIAID 
and  the  RCMI  will  continue. 

Question.     Last  year  concerns  were  raised  about  the 
inclusion  of  minority  institutions  in  the  Human  Genome 
Initiative.     Is  there  a  written  progress  report  and  an 
implementation  timetable  available? 

Answer.     In  July  1990,  the  Association  of  Minority  Health 
Professions  Schools  (AMHPS) ,   the  RCMI  Program,  Meharry  Medical 
College  and  the  National  Center  for  Human  Genome  Research 
(NCHGR)  organized  a  Planning  Meeting  for  Participation  in  the 
Human  Genome  Initiative.     The  purpose  of  the  meeting  was  to 
provide  a  forum  for  information  sharing  and  interaction  among 
RCMI  investigators  and  scientists  supported  by  the  NCHGR,  and 
with  NCHGR  staff,   in  order  to  facilitate  understanding  of  how 
involvement  by  RCMI  institutions  could  be  maximized. 

The  conference  proceedings  are  not  yet  finalized.  Several 
investigators  from  the  RCMI  research  community  are  developing 
grant  applications  for  this  initiative.     Five  faculty  at  RCMI 
grantee  institutions  will  attend  and  participate  in  the  June 
1991  NCHGR  grantees  workshop  on  physical  mapping.  Additionally, 
the  NCHGR  has  encouraged  faculty  at  RCMI  grantee  institutions  to 
participate  in  short  courses,  such  as  those  at  Bar  Harbor  or 
Cold  Spring  Harbor,  that  will  enable  the  faculty  to  stay  abreast 
of  the  field. 

MINORITY  CONSTRUCTION 

Question.     Fifteen  million  dollars  are  earmarked  for 
construction  in  Historical  Black  Colleges  and  Universities  and 
similar  institutions  in  the  1992  president's  budget  request. 
There  are  over  100  Historical  Black  Colleges  and  Universities. 
If  we  assume  that  there  are  at  least  another  50  institutions 
which  would  qualify,   to  what  extent  can  an  average  of 
$100,000/institution  develop  state-of-the-art  biomedical 
research  facilities  at  these  institutions?     Should  the  scope  of 
construction  dollars  be  limited  to  those  minority  institutions 
that  have  faculty  research  as  a  mandate? 

Answer.     NCRR  anticipates  awarding  grants  to  only  a  few 
HBCUs  and  similar  institutions  which  submit  applications.  The 
Research  Facilities  Improvement  program  would  make  awards  of  up 
to  $1,000,000,  and  applications  would  be  peer  reviewed.  In 
order  to  receive  funds,  institutions  must  demonstrate  existing 
research  capability.     Consideration  will  be  given  to  the  amount 
of  non- Federal  funds  that  applicant  institutions  have  secured  to 
match  NCRR  funds.  v 
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COORDINATION  OF  MINORITY  PROGRAMS 

Question.     The  NIGMS  has  established  a  senior  level 
position  in  order  to  more  effectively  plan  and  meet  the  emerging 
needs  of  the  minority  community  through  its  existing  or 
anticipated  program.     Since  the  NCRR's  1992  portfolio  includes  a 
number  of  activities  that  impact  on  the  minority  community 
(RCMI,  construction  for  minority  institutions,  Minority  High 
School  Apprenticeship  Program,  and  the  Minority  Clinical 
Associate  Physicians  Program) ,  do  you  envision  a  similar 
administrative  structure  within  your  organization? 

Answer.     The  minority  programs  of  the  NCRR  are  very 
different  in  their  mission,  scope,  recipient  communities  and 
mechanisms  of  support.     Because  of  these  differences,  each  of 
the  programs  is  under  the  management  of  a  separate  program 
director.     Each  of  the  Program  Directors  reports  to  the  Deputy 
Director  for  Extramural  Research  Resources  who  coordinates  them. 
By  having  direct  access  to  the  top  level  of  management  of  the 
Center,  the  program  directors  of  the  various  activities  are  able 
to  maximize  the  potential  for  each  program  without  the  need  for 
an  additional  layer  of  management. 

BIOMEDICAL  RESEARCH  SUPPORT  GRANTS 

Question.     Since  the  1992  president's  budget  request  has 
zeroed  out  the  BRSG  Program,  are  there  contingency  plans  such  as 
reprogramming  funds  to  meet  this  need? 

Answer.    There  are  no  plans  to  reprogram  funds  into  the 
BRSG  Program  at  this  time. 


National  Center  for  Nursing  Research 

STATEMENT  OF  DR.  ADA  SUE  HINSHAW,  DIRECTOR 

BUDGET  REQUEST 

Senator  Harkin.  Dr.  Hinshaw,  the  committee  is  pleased  to  have 
you  with  us  again  today  to  represent  the  National  Center  for  Nurs- 
ing Research. 

Your  budget  request  is  for  $43.7  million,  which  is  $4  million  or 
10  percent  more  than  last  year.  The  first  fiinding  provided  for  the 
nursing  center  was  $20  million  in  1987.  The  budget  has  more  than 
doubled  since  then.  The  number  of  research  project  grant  applica- 
tions reviewed  for  the  center  has  also  more  than  doubled  from  160 
in  1987  to  an  estimated  354  for  1991. 

Dr.  Hinshaw,  I  would  be  pleased  to  hear  your  statement  at  this 
time.  Please  proceed. 

Dr.  Hinshaw,  Thank  you.  Senator.  It  is  an  honor  to  appear  be- 
fore you  again  to  discuss  the  programs  of  the  National  Center  for 
Nursing  Research,  the  current  state  of  knowledge  for  nursing  prac- 
tice, and  the  challenges  that  are  facing  us  in  terms  of  patient  care. 

In  its  fifth  year,  the  NCNR  has  shown  substantial  progress  in 
the  establishment  of  productive  programs  of  research  and  training, 
in  important  preliminaiy  findings  achieved  by  our  grantees,  and 
also  in  continued  planning  for  growth  and  expansion.  Clusters  of 
studies  are  now  being  assembled  in  areas  central  to  nursing  prac- 
tice, such  as  prevention  and  care  of  low  birth  weight  infants,  symp- 
tom assessment  and  management,  long-term  care  of  older  individ- 
uals, and  health  promotion  across  many  aspects  of  the  lifespan. 

national  nursing  research  agenda 

Four  program  areas  are  being  proposed  for  a  major  development 
in  1992.  First,  long-term  care  requirements  of  older  persons,  a  pri- 
ority of  the  National  Nursing  Research  Agenda,  will  stress  nursing 
interventions  and  strategies  that  facilitate  the  maintenance  of 
sound  health  and  increase  the  older  person's  ability  to  maintain  a 
high  degree  of  well-being  and  to  maintain  themselves  in  the  com- 
munity rather  than  a  nursing  facility.  The  second  area  for  major 
development  is  symptom  management.  Our  research  will  initially 
focus  on  acute  pain  assessment  and  management  in  vulnerable 
populations.  Acute  pain  is  one  of  the  four  symptoms  identified  in 
the  National  Nursing  Research  Agenda.  Interest  in  this  area  of  re- 
search is  shared  with  other  NIH  components,  and  we  are  seeking 
opportunities  for  collaboration. 

The  third  area  of  expansion  will  involve  the  intramural  program. 
Growth  will  be  in  the  area  of  health-related  quality  of  life.  It  is  an 
initiative  of  high  priority  for  us.  Intramural  scientists  will  develop 
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methodologies  for  the  comprehensive  study  and  evaluation  of 
health-related  quality  of  life. 

The  intramural  program  also  conducts  research  on  sjrmptoms 
and  side  effects  of  treatments  faced  by  individuals  with  HIV  infec- 
tion. Examples  include  muscle  wasting,  compliance  issues,  nausea, 
and  fatigue. 

The  fourth  area  of  expansion,  health  promotion  among  children 
and  adolescents,  is  also  a  designated  priority  of  the  National  Nurs- 
ing Research  Agenda.  This  will  address  dominant,  preventable 
health  problems  in  emerging  lifestyles  related  to  diet,  physical  ac- 
tivity, alcohol  and  smoking,  and  sexual  behavior  to  achieve  health- 
promoting  behavior  changes  in  children  and  adolescents.  We  judge 
that  if  we  would  intervene  at  an  earlier  age,  one  might  have  a  bet- 
ter opportunity  to  achieve  health-promotin^f  behaviors.  We  know 
how  difficult  it  is  at  our  age  to  try  to  maintain  diets  or  to  quit 
smoking.  It  would  be  better  to  start  very  early  in  life  as  lifestyles 
are  emerging,  to  achieve  these  health-promoting  behaviors. 

Other  areas  of  research  are  currently  undergoing  substantial  pro- 
gram development.  They  include  nursing  interventions  and  wom- 
en's health.  In  this  area  we  stress  midlife  health  issues  and  lon- 
gitudinal studies  of  health  and  disease  across  the  context  of  a  wom- 
an's life. 

An  initiative  on  low  birthweight  has  resulted  in  a  cluster  of  stud- 
ies. This  will  continue  to  be  expanded.  About  9  percent  of  our  port- 
folio is  currently  in  this  area  of  study.  This  initiative  targets  stud- 
ies that  look  both  at  care  of  the  premature  infant  within  the 
neonatal  ICtTs  and  studies  which  provide  prenatal  care  in  the  com- 
mimity  in  a  culturally  sensitive  way.  I  would  be  glad  to  speak  to 
several  of  those  studies  later  if  you  would  like. 

Rural  health  is  another  major  focus  for  us,  thanks  to  the  direc- 
tive and  the  encouragement  of  the  Senate  from  the  last  2  years.  In 
addition,  two  task  forces  are  being  established  which  will  advise  us 
on  policies  regarding  native  American  health  care  issues  and  on 
the  issues  of  rural  health. 


I  was  also  interested  in  the  earlier  points  that  you  made  about 
research  training,  because  as  a  rapidly  growing  research  discipline, 
a  strong  emphasis  has  been  placed  on  establishing  a  cadre  of  well- 

Erepared  nurse  investigators.  Approximately  11  percent  of  our 
udget  is  invested  in  nurse  researcn  training,  whicn  is  comparable 
to  about  4  percent  that  is  invested  by  NIH  overall  in  biomedical  re- 
search training.  We  have  placed  extra  emphasis  and  dollars  in 
order  to  expand  the  cadre  of  well-prepared  nurse  investigators.  We 


environments  for  training,  andf  also  creating  training  opportimities 
for  our  minority  colleagues. 

The  fiscal  year  1992  budget  request  for  the  National  Center  for 
Nursing  Research  is  $43,747,000. 
I  would  be  pleased  to  answer  any  questions  that  you  may  have. 
[The  statement  follows:] 


PREPARED  STATEMENT 


are  building  post-doctoral 


supporting  research  intensive 
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STATEMENT  OF  DR.  ADA  SUE  HINSHAW 
Mr.  Chairman,  I  am  honored  to  appear  before  you  again  to  discuss  the 
programs  of  the  National  Center  for  Nursing  Research,  the  current  state  of 
knowledge  for  nursing  practice,  the  challenges  facing  us  in  patient  care,  and 
the  promotion  of  health  in  this  country. 

As  the  Center  moves  into  its  fifth  year,  our  efforts  show  substantial 
progress --in  the  establishment  of  productive  programs  of  research  and 
training,  in  important  preliminary  findings  achieved  by  our  grantees,  and  in 
continued  planning  for  growth  and  expansion.     Clusters  of  studies  are  being 
assembled  in  areas  central  to  nursing  care  and  practice- -low  birthweight, 
symptom  management,  long-term  care  of  the  elderly,  and  health  promotion  across 
the  life  span.     The  following  are  examples  of  very  promising  reijearch: 

A  group  of  NCNR  grantees  has  developed  an  instrument  called  the  NEECHAM 
Scale  to  assess  problems  with  information  processing  in  older  patients.  Acute 
confusion,  defined  as  a  disturbance  in  information  processing,  is  an  extremely 
serious  condition  that  frequently  develops  in  older  people  during 
hospitalization.     Confusion  increases  the  complexity  of  treatment,  is 
associated  with  increased  mortality  and  complications,  and  results  in  medical 
and  nursing  interventions  that  have  associated  risks,  such  as  sedation, 
restraints,  and  catheters.     Preliminary  findings  from  comparisons  with  three 
other  commonly  used  clinical  assessment  tools  indicate  that  the  NEECHAM  Scale 
is  more  sensitive  to  early  or  mild  disturbances  in  information  processing.  In 
addition,  this  tool  can  be  used  at  the  bedside  with  minimal  stress  on  the 
patient.     The  ability  to  detect  confusion  at  a  very  early  stage  and  to 
identify  specific  patterns  in  confusion  development  are  prerequisites  to 
prevention,  early  intervention,  and  effective  management  of  this  condition 
among  older  hospital^  patients . 

In  another  NCNR-supported  study,  researchers  are  investigating  a  common 
problem  among  low  birthweight  infants- -compromised  breathing  from  iinmature 
lungs.     These  infants  require  mechanical  assistance  to  help  them  breathe, 
along  with  suctioning  to  clear  air  passages.     Early  results  from  this  study 
suggest  that  turning  the  infant's  head  during  the  suctioning  procedure  does 
not  improve  the  outcome  and  may  actually  be  harmful.     Data  also  suggest  that 
repeated  passes  with  the  suction  tube  are  not  beneficial  and  can  decrease  the 
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Infant's  oxygen  level.     This  Information  Is  critical  to  the  effective  care  of 
these  infants  in  the  many  neonatal  intensive  care  units  in  our  hospitals. 

A  third  study  addresses  risk-taking  behavior  among  adolescents.  These 
behaviors  are  being  examined  among  1500  young  people  in  grades  eight  through 
twelve  in  four  rural  Maryland  counties.     Personality  characteristics,  family 
backgrounds,  and  social  interactions  of  those  who  engage  in  risky  behaviors 
are  being  compared  with  those  who  do  not.     Initial  data  indicate  surprisingly 
high  levels  of  risk-taking  behavior,  such  as  drinking,  speeding,  and  sexual 
activity  at  very  early  ages  in  this  group  of  essentially  middle-class 
adolescents.     Preliminary  analyses  also  show  ethnic  and  gender  differences  in 
these  behaviors.     This  study  should  provide  important  direction  for  fostering 
health-promoting  behaviors  in  young  people. 

For  future  scientific  opportunities,  NCNR  will  focus  heavily  on  health- 
promotion  and  disease-prevention  issues  at  each  stage  in  the  life  span.  Many 
health  problems  are  in  large  part  behaviorally  determined  and  can  be  prevented 
or  significantly  improved  through  changes  in  behavior.     The  incidence  of  low 
birthweight,  which  accounts  for  nearly  two-thirds  of  the  45,000  infants  who 
die  each  year  in  the  United  States,  can  be  considerably  reduced  through 
changes  in  maternal  behaviors  and  lifestyle.     One  of  the  most  significant 
factors  in  pregnancy  outcomes  is  the  expectant  mother's  social  support  system 
and  its  influence  on  her  maternal  behavior.    An  NCNR  investigator  is 
determining  sources  of  positive  support  for  low- Income  black  women  with  input 
from  members  of  the  black  community- -nurse  midwives,  community  workers,  and 
pregnant  women.     The  objective  of  this  study  is  to  design  a  culturally 
sensitive  support  intervention  for  these  women,  one  that  includes  acceptable 
substitutes  when  their  mothers  or  partners  are  not  available. 

Children  of  racial  and  ethnic  minorities  and  those  of  lower  socioeconomic 
status  are  especially  vulnerable  to  adopting  early  risk  behaviors  that  lead  to 
diseases  in  later  life.     Three  interventions  to  reduce  cardiovascular  risk 
factors  are  being  compared  in  a  group  of  1600  rural  and  urban  children.  The 
interventions  are  (1)  a  large-scale  information  program  to  be  taught  in  the 
classroom,  (2)  an  individualized  program  to  be  provided  by  nurses  for  at-risk 
children,  and  (3)  provision  only  of  baseline  screening  results  and  their 
implications  in  a  control  group.     Results  of  this  study  will  help  to  delineate 
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the  role  of  nurses  in  individualized  and  population-based  interventions  for 
school -aged  children  aimed  at  reducing  high  risk  behavior. 

More  attention  must  be  paid  to  health  issues  at  midlife,  especially  for 
women.     Changes  in  gut  function,  menopausal  symptoms,  sleep  disturbances,  the 
stress  of  multiple  roles  resulting  from  careers  and  responsibilities  for  both 
children  and  aging  parents --all  require  intensive  research  to  improve  the 
health  and  well-being  of  this  age  group.     In  one  study,  more  than  450  women 
aged  35  to  55,  including  ethnic  minorities  and  those  with  low- income 
lifestyles,  will  be  tracked  over  a  three -year  period.     The  objectives  are  to 
determine  demands  made  upon  these  women  and  their  resources  (including  their 
health),  specific  stressors,  attitudes  about  their  multiple  roles,  and  the 
steps  they  take  to  promote  and  maintain  their  health.     This  information  will 
help  determine  the  specific  nursing  interventions  necessary  to  promote  and 
maintain  optimal  health  in  this  age  group. 

Deficits  in  mobility,  strength,  balance,  and  endurance  can  pose  serious 
physical  problems  for  older  people  and  increase  their  risk  of  injury  and  loss 
of  independence.     Among  elderly  nursing  home  residents,  falls  account  for  the 
major  portion  of  reported  injuries.    Many  of  those  who  sustain  hip  fractures 
die  from  complications  within  a  few  months.     The  National  Center  for  Nursing 
Research  and  the  National  Institute  on  Aging  are  cosponsoring  "Frailty  and 
Injuries:     Cooperative  Studies  of  Intervention  Techniques"  (the  FICSIT 
project).     This  project  involves  an  innovative  mix  of  exercise,  nursing,  and 
rehabilitation  techniques  designed  to  reduce  the  loss  of  functional  capacities 
and  fall-related  injuries  in  older  persons.     The  NCNR  component  of  the  FICSIT 
project  focuses  on  determining  the  benefit  obtained  from  assisting  high-risk 
nursing  home  residents  to  and  from  the  toilet  and  the  effectiveness  of  hip 
protective  garments  in  reducing  injuries  from  falls.         -,^r'?'-i"'yxT^:i  iS- 

Hypertension  continues  to  be  a  serious  problem  among  the  black 
population,  where  the  incidence  is  higher,  the  rate  of  control  lower,  and  the 
likelihood  of  complications  greater.     One  grantee  is  utilizing  the  resources 
of  black  churches  for  educational  programs  for  members  of  their  congregations 
who  have  high  blood  pressure.     Nurse  members  are  trained  to  educate  people 
with  hypertension  about  the  meaning  and  management  of  their  illness. 

The  NCNR's  long-term  care  initiative  focuses  on  nursing  interventions  for 
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clinical  conditions  associated  with  the  need  for  long-term  care  among  people 
aged  65  and  over.     Such  conditions  include,  among  others,  oxygen  deficit 
associated  with  chronic  respiratory  disease,  impaired  mobility,  urinary 
incontinence,  and  cognitive  dysfunction.     The  Nursing  Center  supports  several 
studies  concerned  with  Interventions  for  these  conditions.     An  NCNR  grantee  is 
investigating  the  effective  delivery  of  supplemental  oxygen  to  patients  who 
require  continuous  oxygen  therapy  from  a  portable  oxygen  device.     In  this 
study,  comparisons  among  three  methods  for  providing  supplemental  oxygen  are 
based  on  measures  obtained  during  exercise  performed  at  home.     Early  findings 
indicate  that  oxygen  delivery  through  a  tube  in  the  neck  is  clearly  better 
than  through  a  nasal  tube.     These  findings  have  important  implications  for 
management  of  respiratory  conditions.  =  ^ 

Another  study  is  underway  to  determine  the  effect  of  a  family-based 
intervention  on  the  cognitive  stimulation  of  patients  with  Alzheimer's 
disease.     Effects  on  the  well-being  of  their  caregivers  and  caregiver-patient 
interactions  are  also  being  observed.    A  technique  to  provide  cognitive 
stimulation  is  being  taught  to  caregivers,  who  then  use  the  technique  with 
their  patients  every  day  at  home.     Preliminary  data  show  trends  toward 
Improvement  or  maintenance  in  the  treatment  group  and  decreased  cognitive 
functioning  in  the  control  group.     Other  early  results  indicate  a  trend  toward 
improved  family  interaction  in  the  experimental  caregiver  group. 

As  numbers  of  rural  residents  of  the  United  States  have  become 
proportionately  smaller,  their  vulnerability  to  illness,  disability,  and  poor 
pregnancy  outcomes  has  increased.    Research  is  needed  to  determine  the  health 
status  of  these  individuals,   their  health-care  requirements,  and  effective 
methods  of  delivering  health  care  to  them.     NCNR  is  supporting  two  projects  it) 
a  special  initiative  to  study  health  care  needs  in  rural  and  minority 
populations.  One  is  designed  to  improve  birth  outcomes  through  improved 
prenatal  care  to  Native  Americans  and  Hispanics  living  in  rural  communities  in 
Oregon.     The  other  is  evaluating  interventions  for  providing  prenatal  care  to 
Hawaiian,  Filipino,  and  Japanese  women  living  in  a  rural  district  of  Hawaii. 
These  projects  are  Intended  to  provide  models  of  culturally  sensitive, 
affordable,  and  cost-effective  prenatal  care  for  minority  women  in  rural 
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communities.  With  its  focus  on  vulnerable  populations,  the  rural  health 
initiative  is  also  a  valuable  means  of  addressing  minority  health  issues. 

In  the  area  of  women's  health,   the  NCNR  supports  a  broad  range  of 
studies,   including  investigations  of  predictors  of  pregnancy  complications  for 
women  of  lower  socioeconomic  status,   factors  that  influence  women's  decisions 
about  estrogen  replacement  therapy,  recovery  in  older  women  after  hip 
fractures  and  heart  attacks,  and  attitudes  toward  breast  cancer,  breast  self- 
examination  practices,  and  mammography.     In  addition,   the  NCNR  supports  a 
Center  for  Women's  Health  Research  at  the  University  of  Washington  for  the 
study  of  women's  health  concerns  across  the  life  span. 

The  NCNR  is  continuing  to  oversee  the  development  of  its  major  long-range 
planning  initiative,   the  National  Nursing  Research  Agenda.     Two  priority  areas 
of  this  Research  Agenda  have  been  implemented  as  planned  for  fiscal  years  1990 
and  1991.     The  current  focus  of  research  in  the  first  area,  HIV  Infection: 
Prevention  and  Care,   is  the  management  of  symptoms  at  various  stages  of  the 
disease.     In  addition,   the  Nursing  Center's  Collaborative  Intramural  Research 
Program  is  conducting  a  study  of  the  type,   severity,  and  causes  of  nutrition- 
related  symptoms  and  problems  in  Individuals  with  HIV  infection,  such  as 
unintentional  weight  loss  and  decreased  appetite. 

In  the  second  area  to  be  implemented.  Low  Btrthweight:     Mothers  and 
Infants,  current  program  emphasis  is  two-fold:     (1)  the  prevention  of  low 
birthweight  through  attention  to  maternal  factors  and  (2)  the  special  care 
requirements  of  the  low-birthweight  infant.     Of  the  remaining  research  agenda 
areas,  Long-Term  Care  for  Older  Adults  and  Symptom  Management  are  in  the  final 
phases  of  development  for  program  initiation  in  fiscal  years  1991  and  1992. 
The  areas  of  Health  Promotion:     Children  and  Adolescents  and  Technology 
Dependency  Across  the  Lifespan  are  just  beginning  to  be  developed. 

Research  training  continues  to  be  the  focus  of  major  program  development. 
In  order  to  further  enhance  nursing  research,  the  NCNR  is  striving  to  develop 
a  strong  cadre  of  well-prepared  nurse  investigators.     Special  emphasis  has 
been  placed  on  increasing  the  number  of  trainees,  building  postdoctoral 
programs,  and  supporting  more  research  intensive  environments  for  training  and 
career  development. 

Increasing  the  numbers  of  our  minority  colleagues  in  the  research  arena 
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also  remains  a  major  priority  of  the  Nursing  Center.     Several  strategies  have 
been  employed,   Including  special  supplemental  awards  to  Increase  the  numbers 
of  minority  Investigators  In  ongoing  research  and  to  provide  additional 
training  opportunities.     The  number  of  minority  investigators  in  research 
training  has  Increased  substantially  over  the  past  four  years. 

Mr.  Chairman,  the  FY  1992  budget  request  for  this  Center  is  $43,747,000. 
I  will  be  pleased  to  answer  any  questions  that  you  may  have. 


BIOGRAPHICAL  SKETCH  OF  DR.  ADA  SUE  HINSHAW 
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M.A. ,  University  of  Arizona,  Tucson,  Arizona,  1973; 
Ph.D.,  University  of  Arizona,  Tucson,  Arizona,  1975. 


Professional  History:     1963-1965,  Instructor  and  Chairperson, 
Maternity  Nursing  Section,  University  of  Kansas,  Lawrence, 
Kansas.     1966-1967,  Assistant  Professor,  School  of  Nursing, 
University  of  California,  San  Francisco,  California.  1968-1971, 
Administrative  Coordinator,  First  Year  Undergraduate  Program, 
School  of  Nursing,  University  of  California,  San  Francisco, 
California.     1971-1975,  Masters'  and  doctoral  studies.  University 
of  Arizona,  Tucson,  Arizona.     1975-1987,  Liaison  Position: 
Director  of  Nursing  Research,  University  Medical  Center,  Tucson, 
Arizona  and  Professor  and  Director  of  Research,  College  of 
Nursing,     University  of  Arizona,  Tucson,  Arizona.  1987-Present, 
Director,  National  Center  for  Nursing  Research,  National 
Institutes  of  Health. 

Professional  Organizations:     American  Academy  of  Nursing, 
American  Nurses'  Association  (ANA),  ANA  Council  of  Nurse 
Researchers,  Arizona  Nurses'  Association,  Sigma  Xi,  Western 
Society  for  Research  in  Nursing,  Sigma  Theta  Tau,  National 
Academies  of  Practice,   Institute  of  Medicine 

Honors .  Awards :     Kay  Schilter  Award,  University  of  Kansas  School 
of  Nursing,   1961.     Lucille  Retry  Leone  Award,  National  League  for 
Nursing,   1971.     Wolanin  Geriatric  Nursing  Research  Award, 
University  of  Arizona  College  of  Nursing,   1978.     Sigma  Theta  Tau, 
Beta  Mu  Chapter,  Award  for  Excellence  in  Nursing  Education,  1980. 
Alumni  of  the  Year  Award,  University  of  Kansas  School  of  Nursing, 
1981.     Distinguished  Alumni  Award,  Yale  University  School  of 
Nursing,   1981.     Nurse  Scientist  of  the  Year  Award,  American 
Nurses'  Association,   1985.     Elizabeth  McWilliams  Miller  Award  for 
Excellence  in  Research,  Sigma  Theta  Tau  International,  1987. 
Doctor  of  Science  Degree,  University  of  Maryland,   1988.  Doctor 
of  Science  Degree,  Medical  College  of  Ohio,   1988.     Doctor  of 
Science  Degree,  Marquette  University,   1990.     Alumni  Achievement 
Award,  University  of  Arizona,  1990. 
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RESEARCH  TRAINING 

Senator  Harkin.  Thank  you  very  much,  Dr.  Hinshaw. 
I  had  a  question  about  rural  health,  but  you  covered  that. 
Let  me  ask  you  about  research  trainees. 
Dr.  Hinshaw.  Yes. 

Senator  Harkin.  You  are  showing  a  decrease  of  12  research 
training  slots  for  the  first  time  after  several  years  of  growth.  The 
1992  request  is  again  for  245  research  training  slots  or  the  same 
number  as  last  year.  The  Institute  of  Medicine  recommended  we 
fund  320  slots  for  1991. 

What  is  happening  here?  Is  this  an  area  that  is  no  longer  a  prior- 
ity for  your  Institute? 

Dr.  Hinshaw.  It's  a  very  high  area  of  priority  for  us.  Our  dif- 
ficulty is  we  are  also  faced  with  an  award  rate  of  approximately 
11.3  percent  for  competing  research  project  grants  in  this  next 
year. 

Senator  Harkin.  At  what  rate? 

Dr.  Hinshaw.  It's  11.3  percent  in  fiscal  year  1992.  And  because 
of  this  we  are  making  some  very  hard  choices  aroimd  how  to  dis- 
tribute our  moneys. 

Senator  Harkin.  What  was  the  Institute  of  Medicine's  rec- 
ommendation for  this  year?  The  same,  320? 

Dr.  Hinshaw.  The  recommendation  was  320  for  1990.  We  did  not 
have  a  further  recommendation  from  the  latest  report,  so  we  do  not 
have  updated  numbers. 

women's  health 

Senator  Harkin.  Dr.  Hinshaw,  we  understand  the  nursing  center 
has  a  sizeable  portfolio  of  studies  about  women's  health.  You  men- 
tioned some  of  these  in  your  opening  statement.  I  do  not  want  to 
go  back  over  that  again.  I  would  just  emphasize  the  need  for  that 
and  encourage  you  in  that  direction. 

Again,  do  you  see  this  as  a  growing  area  that  your  Institute  will 
be  involved  in? 

Dr.  Hinshaw.  Yes;  very  much  so.  We  are  looking  at  what  other 
initiatives  we  can  take  in  this  particular  area.  We  have  about  20 
percent  of  our  portfolio  that  is  currently  in  women's  health. 

Senator  Harkin.  It's  20  percent  now? 

Dr.  Hinshaw.  About  20  percent  which  is  in  issues  of  women's 
health,  and  it  is  much  broader  than  just  the  reproductive  type  of 
issues  that  one  often  sees  with  women's  health.  We  are  looking 
particularly  at  older  women,  at  midlife  and  menopausal  issues.  So, 
it  is  a  widespread  type  of  program.  We  would  see  that  continuing. 

Senator  Harkin.  Thank  you  very  much.  Dr.  Hinshaw. 

Dr.  Hinshaw.  Surely. 

QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

Senator  Harkin.  Thank  you  very  much.  There  will  be  some  addi- 
tional questions  which  will  be  submitted  for  your  response  in  the 
record. 

[The  following  questions  were  not  asked  at  the  hearing,  but  were 
submitted  to  the  Institute  for  response  subsequent  to  the  hearing:] 
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QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

RURAL  HEALTH 

Question.  For  this  fiscal  year  the  Committee  provided  an 
increase  of  $1,500,000  "...  to  support  the  establishment  of  a 
rural  health  care  research  agenda  for  vulnerable  populations . " 
Please  tell  the  Committee  what  you  are  doing  to  implement  this 
initiative. 

Answer.     Recognizing  that  those  residing  in  rural  areas  have 
increased  vulnerability  to  illness,  disability,  and  poor  pregnancy 
outcomes,  NCNR  has  announced  to  the  scientific  community  the 
initiation  of  a  research  program  targeted  to  improving  the  health 
and  well  being  of  vulnerable  populations  in  rural  areas.  Included 
in  these  vulnerable  groups  are  those  who  have  a  chronic  illness , 
those  who  may  become  disabled  due  to  health  threatening  behaviors , 
childbearing  women,   infants,  children,  adolescents,  and  persons 
over  65  years  of  age.     It  is  anticipated  that  initial  clinical 
studies  will  focus  on  more  clearly  determining  the  health  needs  of 
these  populations,  developing  intervention  strategies  for 
improving  health  and  maintaining  wellness,  and  evaluating  nursing 
practice  models  designed  to  provide  effective  interdisciplinary 
health  care  to  these  populations. 

This  new  research  program  builds  on  NCNR's  previous 
experience  with  a  special  initiative  implemented  in  FY  1990  to 
establish  and  evaluate  community-based  nursing  practice  models 
designed  to  provide  health  care  to  minority  groups  living  in  rural 
areas.     This  research  demonstration  initiative,  co-sponsored  with 
the  Division  of  Nursing,  Health  Resources  and  Services 
Administration,  and  the  Agency  for  Health  Care  Policy  and 
Research,  resulted  in  three  studies  being  funded,  two  by  NCNR. 
The  NCNR  studies  focus  on  improving  prenatal  care  and  pregnancy 
outcomes  among  Native  American,  Hispanic,  and  Pacific  Island  women 
and  their  infants.     The  specific  Pacific  Island  groups  are 
Hawaiian,  Filipino  and  Japanese  women  living  in  rural  Hawaii. 

In  addition  to  the  new  research  program,  NCNR  will  actively 
assist  investigators  in  rural  areas  with  the  technical  aspects  of 
the  grants  process,  so  they  can  develop  better  grant  applications 
related  to  those  areas  of  research  relevant  to  rural  populations. 
NCNR  staff  are  working  with  investigators  from  the  Appalachian 
region  to  plan  a  technical  assistance  workshop  that  will  be  held 
in  West  Virginia.     NCNR  staff  will  also  participate  in  a  rural 
health  workshop  for  the  upper  Midwest  to  be  held  in  North  Dakota 
in  April.     There  are  regional  nursing  research  conferences  held 
throughout  the  year  in  which  NCNR  staff  participate,  and  at  each 
of  these,  NCNR  staff  will  be  discussing  the  rural  health  research 
program. 

NATIONAL  NURSING  RESEARCH  AGENDA 

-       Question.     The  two  research  focus  areas  included  in  the 
National  Nursing  Research  agenda  which  are  scheduled  to  be 
implemented  in    1992  are:     1)    Long  term  care  for  the  elderly, 
and    2)    Management  of  pain.     How  much  of  your  1992  funding 
request  do  you  expect  to  make  available  for  these  two  initiatives? 
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Answer.     It  is  important  to  balance  the  research  which  is 
individual  investigator  initiated  and  may  not  focus  on  the 
National  Nursing  Research  Agenda  priorities  with  the  studies  which 
are  guided  by  the  defined  priorities.     In  any  one  year, 
approximately  30  to  35  percent  of  the  competing  funds  are  expected 
to  be  expended  for  the  research  priorities.     In  FY  1992,  30 
percent  of  the  competing  funds  would  allow  approximately  $2.7 
million  for  the  support  of  these  two  new  initiatives:     studies  on 
Long-Term  Care  of  the  Elderly  and  the  Management  of  Acute  Pain. 

Question.     I  understand  that  the  Institute  of  Medicine 
recommended  that  we  fund  320  nurse  training  slots  for  1991,  What 
is  their  recommendation  for  1992? 

Answer.     Actually,  the  Institute  of  Medicine  (lOM) 
recommendation  was  to  fund  320  trainees/fellows  in  nursing 
research  by  1990.     The  new  1990  lOM  Report  does  not  speak 
specifically  to  training  needs  in  nursing  research.  The 
suggestion  of  320  trainees/fellows  for  nursing  will  need  to  be 
used  until  a  more  definitive  recommendation  is  available. 

INTRAMURAL  RESEARCH  PROGRAM 

Question,     In  1990,   intramural  research  was  only  0.7  percent 
of  your  total  budget.     In  1992,  you  propose  $486,000  for 
intramural  research  or  1,1  percent  of  the  total.     Is  this  the 
right  balance?     Most  institutes  have  7  to  8  percent  of  their  total 
budget  focused  on  intramural  research. 

Answer,     Continued  development  of  the  NCNR's  Intramural 
Research  Program  is  one  of  the  Center's  major  priorities. 
However,   it  is  difficult  to  predict  what  percentage  of  the  total 
budget  should  go  into  intramural  research,  because  we  do  not  know 
how  quickly  the  science  base  will  move  forward.     The  growth  of  the 
science,  relative  to  other  NCNR  program  priorities  will  dictate_..j. 
what  percentage  of  the  total  budget  should  be  allocated  to  T 
Intramural  Research,     The  ability  of  NCNR's  Intramural  Program  to 
make  a  significant  contribution  toward  the  mission  of  the  NCNR  and 
the  health  of  the  Nation  will  be  enhanced  by  gradually  increasing 
its  resources  within  the  next  few  years.     The  NCNR  Intramural 
Program  has  moved  rapidly  to  identify  crucial  scientific  issues 
and  health  problems  conducive  to  intramural  study,  as  well  as  to 
identify  opportunities  for  addressing  these  concerns  and 
developing  organizational  approaches. 

At  the  present  time,   the  bulk  of  NCNR  Intramural  Program 
efforts  are  concentrated  on  HIV  inf ec tion/AIDS .     Ongoing  research 
regarding  HIV  infection  is  focused  on  three  prime  areas;  (1) 
symptom  management,  which  includes  disease  symptoms  and  treatment 
side  effects;    (2)  compliance  with  therapeutic  regimens;   and  (3) 
health-related  quality  of  life,     One  large  study  underway  in  the 
symptom  management  area  investigates  the  occurrence  of  nutrition- 
related  problems  during  treatment  for  HIV  infection,  and  the 
relationship  of  nutritional  status  to  immune  function.  The 
findings  from  this  study  will  help  in  the  development  of 
interventions,  as  well  as  predicting  who  is  at  greatest  risk  of 
nutrition-related  problems  so  that  those  interventions  can  be  best 
directed. 
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Non-AIDS  research  related  to  quality  of  life  also  constitutes 
a  portion  of  our  Intramural  Research  Program.     For  example,  the 
NCNR  Is  conducting  a  sub -study  to  the  Honolulu  Asian  Aging  Study 
In  Honolulu  to  examine  the  quality  of  life  and  burden  of  care  In 
caregivers  of  aging  demented  male  participants  of  the  Honolulu 
Heart  Study. 

Question.  Please  describe  the  areas  of  research  to  be 
pursued  over  the  next  few  years  by  your  Intramural  research 
program. 

Answer.     At  the  present  time,  the  bulk  of  NCNR  Intramural 
Program  efforts  are  concentrated  on  HIV  Infectlon/AIDS .  Ongoing 
research  regarding  HIV  Infection  Is  focused  on  three  prime  areas : 
(1)  symptom  management,  which  includes  disease  symptoms  and 
treatment  side  effects;   (2)  compliance  with  therapeutic  regimens; 
and  (3)  health-related  quality  of  life.     One  large  study  underway 
in  the  symptom  management  area  investigates  the  occurrence  of 
nutrition- related  problems  during  treatment  for  HIV  Infection,  and 
the  relationship  of  nutritional  status  to  Immune  function.  The 
findings  from  this  study  will  help  in  the  development  of 
interventions,  as  well  as  predicting  who  Is  at  greatest  risk  of 
nutrition- related  problems  so  that  those  Interventions  can  be  best 
directed.    Another  protocol  scheduled  to  begin  within  the  next 
month  is  designed  to  study  muscle  weakness  that  occurs  during 
treatment  of  HIV  infection  with  AZT  and  other  antiretrovirals . 
Additional  symptom  management  studies  to  be  developed  in  the 
future  Include  those  aimed  at  common  and  debilitating  problems 
such  as  diarrhea,  night  sweats,  and  pain.     In  addition  to 
expansion  into  new  areas  of  investigation,  intramural  studies  will 
be  conducted  at  additional  sites  in  order  to  reach  subject 
populations,  conditions,  or  a  spectrum  of  disease  not  currently 
available  at  the  NIH  Clinical  Center.     The  second  area  of  focus, 
compliance  with  therapeutic  regimens,  will  include  administration 
issues,  such  as  administration  techniques  and  patient  education. 
The  third  area,  health- related  quality  of  life,  is  currently  under 
development  and  will  include  improvement  of  the  techniques  for 
measuring  health- related  quality  of  life  as  an  outcome  in  clinical 
studies . 

The  NCNR  anticipates  future  expansion  of  its  Intramural 
Program  to  include  Non-AIDS  populations.     Non-AIDS  research 
relative  to  quality  of  life  that  constitutes  a  primary  outcome 
measure  is  already  underway.    This  NCNR  study  is  a  sub-study  to 
the  Honolulu  Aging  Asian  study  in  Honolulu.     The  study  examines 
the  quality  of  life  and  burden  of  care  in  caregivers  of  aging 
demented  male  participants  of  the  Honolulu  Heart  Study. 

Additional  expansion  is  anticipated  in  the  three  major 
research  programs,  symptom  management,  compliance  with  thetapeutic 
regimens,  and  health  related  quality  of  life  to  a  focus  on  cancer 
populations . 

NEW  CENTERS 

Question.     The  Senate,  in  the  1991  report,  called  for  the 
establishment  of  two  exploratory  centers  focused  on  behavioral 
research.    What  specific  areas  of  behavioral  research  will  these 
centers  focus  on? 
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Answer.     The  National  Center  for  Nursing  Research,  the 
National  Institute  of  Child  Health  and  Human  Development,   and  the 
National  Institute  of  Mental  Health  have  issued  a  request  for 
applications  from  interested  institutions  to  establish 
multidisciplinary  exploratory  centers  to  investigate  health 
behavior  development  in  children  and  adolescents.     Recent  reports 
highlight  the  significance  of  behaviors  which  compromise  health  in 
the  short  term  and  have  major  long-range  implications  for  the 
onset  of  chronic  diseases.     These  patterns  of  behaviors  include 
diet,  physical  activity,  alcohol  and  tobacco  use,  risk  taking,  and 
sexual  behaviors,  which  if  begun  in  childhood  and  adolescence  may 
continue  into  adulthood.     The  specific  areas  of  behavioral 
research  on  which  these  centers  will  focus  will  be  dependent  upon 
the  outcome  of  the  peer  review  process. 

Question.     What  is  their  status? 

Answer.     The  Request  for  Applications  (RFA)  was  published  on 
March  1,   1991  in  the  NIH  Guide.     NCNR  has  received  many  questions 
from  interested  investigators  about  the  Exploratory  Centers  for 
Health  Behavior  Research  with  Children  and  Adolescents.     The  RFA 
requested  that  letters  of  intent  to  submit  applications  be  sent  to 
NCNR  by  April  15,  1991.     The  receipt  date  for  applications  is  May 
20,  1991  with  scientific  merit  review  and  Advisory  Council 
consideration  completed  in  time  for  potential  funding  in 
September,  1991. 

PREVENTION  OF  LOW  BIRTHWEIGHT 

Question.     What  is  the  progress  of  the  National  Nursing 
Research  Agenda  (NNRA)? 

Answer.     The  National  Nursing  Research  Agenda  is  progressing 
as  planned  with  two  to  three  new  priorities  being  initiated  every 
one  to  two  years.     The  NNRA  priorities  address  important  public 
health  issues,  such  as  prevention  and  care  of  low  birthweight 
infants,  prevention  of  the  HIV  condition  and  care  of  individuals 
and  families  who  are  experiencing  the  disease,  long-term  care  of 
the  older  individual,  symptom  management  of  acute  pain,  health 
promotion  with  children  and  adolescents,  and  technology  dependency 
issues  for  patients  and  families. 

Question.     What  has  been  the  response  of  the  research 
community  to  the  first  critical  priority- -Prevention  and  Care  of 
Low  Birthweight  Infants? 

Answer.     The  nursing  research  community  and  its 
interdisciplinary  colleagues  have  responded  very  strongly  to  the 
low  birthweight  infant  initiative  with  a  number  of  high  quality 
applications.     In  FY  1991,  NCNR  will  support  over  20  studies  on 
the  care  of  low  birthweight  infants  in  Neonatal  Intensive  Care 
Units  and  the  prevention  of  such  a  condition  prenatally.  This 
represents  an  investment  of  approximately  $3.8  million  in  relation 
to  $450,000  in  FY  1986. 

Question.     What  is  needed  next  to  accelerate  progress  in  the 
prevention  of  low  birthweight? 
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Answer.     Progress  in  the  prevention  of  low  birthweight  could 
be  accelerated  through  the  initiation  of  clinical  trials  to 
definitively  test  the  nursing  interventions  for  the  care  of  low 
birthweight  infants  in  the  Neonatal  Intensive  Care  Units  (NICUs) 
and  promote  effective  prevention  strategies  prenatally. 


QUESTIONS  SUBMITTTED  BY  SENATOR  QUENTIN  N.  BURDICK 

v«i      >  i  IS  RESEARCH  INITIATIVES 

Question.    Health  promotion  and  disease  prevention  has  been  a 
major  focus  of  the  National  Center  for  Nursing  Research  (NCNR) , 
and  one  of  your  branches  is  devoted  to  such  studies.    What  current 
and  future  research  initiatives  do  you  anticipate  developing  and 
supporting? 

Answer.     Several  program  initiatives  in  health  promotion  and 
disease  prevention  will  be  supported  in  FY  1992.     These  include 
prevention  of  low  birthweight  infants;  prevention  of  transmission 
of  HIV;  and  health  promotion  and  prevention  of  frailty  in  older 
adults.     We  also  expect  to  collaborate  with  the  Office  of  Research 
for  Women's  Health  in  targeting  health  promotion  research  for 
midlife  and  older  women. 

FUNDING  RATE 

Question.     Dr.  Hinshaw,  the  estimated  funding  rate  for  the 
NCNR  has  dropped  significantly  each  year  since  the  inception  of 
the  Center.     What  will  be  the  award  rate  for  NCNR  in  FY  1992,  and 
how  does  this  compare  to  the  estimated  NIH  average?    How  do  you 
explain  this  precipitous  decline? 

Answer.     The  estimated  success  rate  for  the  NCNR  in  FY  1992 
is  10.3  percent;  the  NIH  average  in  FY  1992  is  estimated  to  be 
26.3  percent.     The  declining  success  rate  experienced  by  the 
Center  is  a  result  of  the  fact  that  the  number  of  applications 
being  reviewed  has  increased  substantially  since  the  inception  of 
the  Center- -from  160  in  FY  1987  to  an  estimated  438  in  FY  1992. 
The  Center  has  been  extremely  successful  in  attracting  high 
quality  research  grant  applications  from  the  nursing  research 
community,  and  efforts  to  increase  the  cadre  of  well -trained  nurse 
researchers  through  an  expanded  NRSA  training  program  have  also 
been  extremely  effective.     In  spite  of  the  increased  number  of 
high  quality  applications  received,  the  number  of  competing 
research  project  grants  funded  has  remained  relatively  constant, 
resulting  in  the  sharply  declining  success  rate. 

RURAL  HEALTH 

Question.     In  both  FY  1990  and  FY  1991,  Congress  encouraged 
NCNR  to  enhance  its  research  efforts  in  rural  health  care,  and  in 
both  years  funds  were  allocated  for  the  program.  '  Describe  the 
developing  research  program  in  this  area.     Do  you  expect  the  need 
for  rural  health  care  research  to  increase? 

Answer.     Recognizing  the  growing  seriousness  of  the  health 
problems  in  rural  areas,  NCNR  began  its  rural  health  initiative  in 
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FY  1990  through  the  publication  of  an  RFA  to  develop,  implement 
and  evaluate  nursing  practice  models  designed  to  provide 
community-based  health  care  to  rural  minority  residents.  These 
practice  models  include  specific  nursing  interventions  that  are 
focused  on  health  problems  in  such  a  manner  that  the  quality  of 
patient  outcomes  and  the  effectiveness  of  the  interventions  can  be 
determined.     Through  this  initial  effort  NCNR  funded  two  research 
demonstrations,  both  of  which  are  studying  nursing  practice  models 
targeted  to  improving  prenatal  care  and  pregnancy  outcomes  among 
Native  American,  Hispanic,  and  Pacific  Island  women  residing  in 
rural  areas  of  Oregon  and  Hawaii. 

Building  on  this  earlier  initiative,  NCNR  began  a  formal 
research  program  on  rural  health  in  FY  1991  when  it  announced  to 
the  scientific  community  its  intent  to  support  research  on  rural 
health  care  specifically  focused  on  impacting  the  health  of 
vulnerable  populations.     These  populations  include  those  with 
chronic  illness  or  who  are  in  jeopardy  of  becoming  chronically 
ill,   those  who  may  become  disabled  due  to  health  threatening 
behaviors,   childbearing  women,   infants,   children,   adolescents,  and 
persons  over  65  years  of  age.     It  is  anticipated  that  clinical 
studies  funded  under  this  program  will  assist  in  increasing  our 
understanding  of  the  specific  health  needs  of  vulnerable  rural 
residents  and  in  developing  effective  intervention  strategies  to 
improve  their  health  and  well  being. 

In  addition  to  the  rural  health  research  program,  NCNR  will 
provide  assistance  to  investigators  in  rural  areas  in  the 
technical  aspects  of  the  grants  process,   so  they  can  develop 
better  grant  applications  related  to  those  areas  of  research 
relevant  to  rural  populations.     NCNR  staff  will  participate  in  a 
rural  health  workshop  for  investigators  from  the  upper  Midwest 
which  will  be  held  in  North  Dakota  in  April  and  is  assisting  in 
planning  a  workshop  for  investigators  from  Appalachia  that  will  be 
held  in  West  Virginia. 

There  is  considerable  evidence  that  the  health  issues 
occurring  in  rural  America  will  require  research  to  be  conducted 
over  time  and  in  a  manner  that  builds  a  scientific  base  on  which 
to  make  sound  clinical  practice,  care  delivery,  and  policy 
decisions.     In  certain  areas  descriptive  studies  are  needed  that 
will  lead  to  the  development  of  clinical  interventions,  in  others 
there  is  sufficient  information  to  implement  and  test  intervention 
strategies,  but  it  will  be  some  time  before  there  is  sufficient 
information  to  resolve  the  health  problems  of  people  residing  in 
rural  areas.     To  assist  NCNR  in  understanding  changes  occurring  in 
rural  areas  and  in  evaluating  its  rural  health  research  program, 
NCNR  will  convene  an  advisory  group  whose  members  are  from  rural 
areas  and  who  have  first-hand  knowledge  of  rural  health  care  and 
the  needs  of  these  communities . 

MINORITY  HEALTH  RESEARCH 

Question.     What  percentage  of  your  research  portfolio  is 
directed  toward  examining  health  problems  that  disproportionately 
affect  minority  populations? 
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Answer,     Research  focusing  on  the  health  problems  that 
disproportionately  affect  minority  populations  has  long  been  a 
priority  for  NCNR.     In  FY  1990,  8.4  percent  of  the  total  NCNR 
budget  was  directed  toward  minority  health  issues.     In  addition, 
the  NCNR  has  initiated  several  strategies  to  attract  qualified 
minority  candidates  to  participate  in  NCNR- supported  research 
training.     These  strategies  include  minority  supplements  offered 
for  institutional  training  awards,  minority  faculty  and  student 
supplements  to  research  awards,  workshops  at  historically  Black 
colleges  and  universities  and  minority  schools  of  nursing,  and 
regular  meetings  of  the  Ad  Hoc  Committee  on  Minority  Training  for 
Nursing  Research. 

WOMEN'S  HEALTH 

Question.     Dr.  Hinshaw,  we  understand  that  the  NCNR  has  a 
sizeable  portfolio  in  studies  about  women's  health.     Describe  the 
thrust  of  the  current  studies  and  directions  needed  for  future 
women's  health  research. 

Answer.     The  NCNR  supports  many  studies  in  the  area  of 
women's  health  including  investigations  of  predictors  of  pregnancy 
complications  for  women  of  lower  socioeconomic  status,  factors 
that  influence  women's  decisions  about  estrogen  replacement 
therapy,  recovery  in  older  women  after  hip  fracture  and  heart 
attacks,  and  factors  that  enhance  breast  self-examination 
practices  and  use  of  mammography. 

Longitudinal  studies  are  needed  to  examine  the  natural 
history  of  health  and  diseases  across  the  life  span.     Patterns  of 
perimenstrual  symptoms  and  the  health  effects  of  changing  hormone 
patterns  during  perimenopause  need  further  study.  Psychoblological 
correlates  of  symptoms  In  relation  to  hormone  changes  and  risk 
factors  for  disorders  prevalent  in  midlife  and  older  women,  such 
as  breast  cancer,  as  well  as  diseases  or  conditions  more  prevalent 
in  women,  such  as  osteoporosis,  need  to  be  targeted. 

AVERAGE  COST  OF  GRANTS 

Question.     Dr.  Hinshaw,  what  kinds  of  strategies  are  you 
using  to  stabilized  the  average  costs  of  grants  awarded  by  your 
Center? 

Answer.     In  an  effort  to  hold  down  the  average  costs  of 
awarded  grants,  NCNR  Program  Officials  and  Grants  Management  staff 
are  conducting  prudent,  pre -award  negotiations  of  both  competing 
and  noncompeting  research  project  grant  awards  in  compliance  with 
the  NIH  Cost  Management  Plan.     Beginning  in  FY  1991,  NCNR 
instituted  cost- containment  policies  that  eliminate  the  arbitrary 
downward  reductions  which  were  instituted  In  past  years.  Each 
competing  grant  is  carefully  examined  to  determine  what  level  of 
budgetary  adjustments  can  be  implemented  without  adversely 
affecting  the  science  of  the  proposed  project.     Future  year 
estimates  on  both  competing  and  noncompeting  awards  reflect  an 
approximate  four  percent  increase  from  the  first  year  adjusted 
cost,   taking  into  consideration  any  Initial  Review  Group  (IRG) 
recommendations  concerning  scientific  needs  for  the  future  of  the 
project. 
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While  one  of  the  long-term  goals  of  the  NIH  Cost  Management 
Plan  is  to  heighten  the  sensitivity  of  IRG  members  to  cost  issues, 
it  is  likely  that  change  in  study  section  behavior  will  not  occur 
immediately.     NCNR  has  instructed  the  National  Advisory  Council 
for  Nursing  Research  to  pay  special  attention  to  proposed  budgets 
in  light  of  the  cost-containment  issue,  and  the  Research 
Subcommittee  of  the  Council  will  examine  carefully  any  proposed 
project  with  a  direct  cost  exceeding  $350,000. 

Although  the  amounts  requested  in  a  research  project  grant 
budget  are  determined  by  the  investigator,  based  on  the 
requirements  of  the  science,  it  is  hoped  that  clear  communications 
and  honest  negotiation  with  the  investigators  will  result  in  low 
overall  average  cost  increases  for  research  project  grant  awards. 
It  should  be  emphasized  that  each  grant  proposal  is  considered 
individually  by  NCNR  staff,  and  that  budgetary  adjustments  are 
made  on  a  case-by-case  basis. 

NEW  CENTERS 

Question.     Dr.  Hinshaw,  what  progress  has  been  made  toward 
the  addition  of  an  exploratory  center  for  health  and  behavior 
research?    What  has  been  the  response  from  the  research  community? 

Answer.     The  NCNR  has  published  a  request  for  applications, 
in  conjunction  with  the  National  Institute  of  Child  Health  and 
Human  Development  and  the  National  Institute  of  Mental  Health, 
announcing  the  availability  of  funds  to  establish  exploratory 
centers  for  health  and  behavior  research  with  a  focus  on  children 
and  adolescents.     The  date  for  receipt  of  applications  is  May 
1991.     Thus  far,  the  response  has  been  outstanding,  as  NCNR 
program  staff  have  received  numerous  telephone  inquiries 
concerning  this  announcement . 

INTRAMURAL  RESEARCH 

Question.     Now  that  your  Intramural  Research  Program  has  been 
established,  can  you  describe  the  areas  of  research  to  be  pursued 
Dver  the  next  few  years?    What  priority  will  be  placed  on  this 
program,  and  do  you  have  sufficient  resources  to  fund  this  program 
as  you  envision? 

Answer.     At  the  present  time,  the  bulk  of  NCNR  Intramural 
Program  efforts  are  concentrated  on  HIV  infection/AIDS .  Ongoing 
research  regarding  HIV  infection  is  focused  on  three  prime  areas: 
(1)  symptom  management,  which  includes  disease  symptoms  and 
treatment  side  effects;   (2)  compliance  with  therapeutic  regimens; 
and  (3)  health-related  quality  of  life.     One  large  study  underway 
in  the  symptom  management  area  investigates  the  occurrence  of 
nutrition-related  problems  during  treatment  for  HIV  infection,  and 
the  relationship  of  nutritional  status  to  immune  function.  The 
findings  from  this  study  will  help  in  the  development  of 
interventions,  as  well  as  predicting  who  is  at  greatest  risk  of 
nutrition-related  problems  so  that  those  interventions  can  be  best 
directed.     Another  protocol  scheduled  to  begin  within  the  next 
month  is  designed  to  study  muscle  weakness  that  occurs  during 
treatment  of  HIV  infection  with  AZT  and  other  antiretrovirals . 
Additional  symptom  management  studies  to  be  developed  in  the 
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future  include  those  aimed  at  common  and  debilitating  problems 
such  as  diarrhea,  night  sweats,  and  pain.     In  addition  to 
expansion  into  new  areas  of  investigation,  intramural  studies  will 
be  conducted  at  additional  sites  in  order  to  reach  subject 
populations,  conditions,  or  a  spectrum  of  disease  not  currently 
available  at  the  NIH  Clinical  Center.     The  second  area  of  focus, 
compliance  with  therapeutic  regimens,  will  include  administration 
issues,  such  as  administration  techniques  and  patient  education. 
The  third  area,  health- related  quality  of  life,  is  currently  under 
development  and  will  include  improvement  of  the  techniques  for 
measuring  health-related  quality  of  life  as  an  outcome  in  clinical 
studies. 

The  NCNR  anticipates  future  expansion  of  its  Intramural 
Program  to  include  Non-AIDS  populations.     Non-AIDS  research 
relative  to  quality  of  life  that  constitutes  a  primary  outcome 
measure  is  already  underway.     This  NCNR  study  is  a  sub-study  to 
the  Honolulu  Aging  Asian  study  in  Honolulu.     The  study  examines 
the  quality  of  life  and  burden  of  care  in  caregivers  of  aging 
demented  male  participants  of  the  Honolulu  Heart  Study. 
Additional  expansion  is  anticipated  of  the  three  major  research 
programs,   symptom  management,  compliance  with  therapeutic 
regimens,  and  health  related  quality  of  life  to  a  focus  on  cancer 
populations. 

NCNR  is  committed  to  providing  adequate  support  for  these 
intramural  research  areas.     The  growth  of  the  science  relative  to 
other  NCNR  program  priorities  will  dictate  the  resources  to  be 
allocated  to  Intramural  Research. 

AIDS  RESEARCH 

Question.     What  is  the  NCNR  doing  to  address  the  AIDS 
epidemic  and  to  improve  the  quality  of  life  of  people  infected? 
What  research  is  needed  to  guide  the  practice  of  nurses  caring  for 
patients  with  HIV  infection  and  their  families? 

Answer.     The  1992  budget  request  for  NCNR  includes  over  $3.0 
million  for  AIDS  and  AIDS  related  research,  which  will  be  used  to 
support  extramural  research  project  grants,  research  training 
grants,  and  intramural  research  efforts.     The  NCNR's  Intramural 
Research  Program  has  been  conducting  studies  of  the  type, 
severity,  and  causes  of  nutrition-related  problems  in  patients 
with  HIV  infection,  such  as  unintentional  weight  loss,  decreased 
appetite,  and  malnutrition.     This  effort  will  be  expanded  to  focus 
on  other  symptoms  such  as  fatigue,  pain,  cognitive  dysfunction, 
diarrhea,  oral  conditions,  and  muscle  weakness. 

NCNR  plans  to  replicate  the  symptom  management  studies  to 
settings  beyond  NIH  to  include  women  and  minorities.     Both  the 
Intramural  program  and  the  Extramural  program  will  build  on 
existing  quality  of  life  measures,  such  as  functional  and 
emotional  status,   in  order  to  develop  nursing  interventions  that 
will  assist  individuals  with  HIV  infection  to  live  productive 
lives . 

Other  areas  of  research  needed  include  the  underlying  causes 
of  behaviors  and  the  effectiveness  of  Interventions  to  modify 
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high-risk  behaviors  related  to  the  transmission  of  HIV  and 
prevention  strategies  for  women  and  minority  populations. 

RESEARCH  TRAINEES 

Question.     Dr.  Hinshaw,  you  are  showing  a  decrease  in  the 
number  of  research  trainees  for  the  first  time  after  several  years 
of  growth.     The  nursing  community  has  expressed  the  need  for 
continued  growth  in  research  training  for  nurses.     Is  this  area  no 
longer  a  priority  for  NCNR? 

Answer.     Research  training  remains  a  high  priority  for  the 
NCNR.     There  is  a  strategic  plan  for  systematically  increasing  the 
number  of  supported  trainees  and  fellows  to  320  per  year.  This 
number  is  based  on  the  recommendation  of  the  Institute  of  Medicine 
1985  report  on  Personnel  Needs  and  Training  for  Biomedical  and 
Behavioral  Research.     By  FY  1990,  the  number  of  supported 
trainees/fellows  had  increased  from  165  in  FY  1986  to  257. 
However,  in  1992,  in  order  to  increase  funds  for  research  project 
grants,  it  is  not  possible  to  continue  to  raise  the  number  of 
individuals  supported  for  research  training. 

NURSING  RESEARCH  ON  OLDER  PERSONS 

Question.  Are  there  specific  research  studies  NCNR  is 
supporting  that  will  lead  to  improved  nursing  care  for  your 
Nation's  older  people? 

Answer.     As  the  proportion  of  older  persons  continues  to 
increase,  NCNR  has  recognized  the  need  for  understanding  their 
changing  health  problems  and  for  well  designed  and  effective 
nursing  intervention  strategies  to  assist  with  these  health 
problems.     NCNR  research  on  older  persons  addresses  their  health 
behaviors  in  order  to  increase  their  ability  to  stay  well,  to 
decrease  the  impact  of  chronic  illness,  to  avoid  disabilities  from 
declining  functional  status,  and  to  assist  in  maintaining  their 
quality  of  life.     The  NCNR  also  funds  research  on  caregivlng 
issues  concerning  older  people  who  are  experiencing  health 
problems  such  as  Alzheimer's  disease,  cancer,  and  cardiac  disease. 

Examples  of  research  studies  include  nursing  interventions  to 
deal  with  the  problem  of  urinary  incontinence,  to  increase  proper 
medication  adherence  in  older  persons  with  rheumatoid  arthritis, 
to  evaluate  methods  that  enhance  recovery  from  a  myocardial 
infarction  in  older  women,  to  improve  breast  cancer  screening,  and 
to  improve  respiratory  status  for  persons  with  chronic  obstructive 
lung  disease.     Other  studies  are  examining  the  convalescence  and 
return  of  functional  ability  of  older  women  with  hip  fractures  and 
the  role  exercise  training  can  play  in  recovery  following  stroke. 

NCNR  has  targeted  long-term  care  research  as  a  priority  area. 
During  FY  1991,  NCNR  will  initiate  a  research  program  focused  on 
community-based  long-term  care  of  older  persons.     As  most  older 
persons  live  in  the  community  and  do  not  need  long-term  care  in  a 
nursing  home,  this  research  program  will  encourage  investigators 
to  develop  intervention  strategies  to  assist  in  maintaining  sound 
health  status,  to  increase  well  being,  and  to  enable  older 
individuals  to  remain  at  home  rather  than  being  institutionalized 
when  they  become  ill  or  impaired. 
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QUESTIONS  SUBMITTTED  BY  SENATOR  DANIEL  K.  INOUYE 

ALZHEIMER'S  DISEASE 

Question.     As  you  know,  Congress  has  great  interest  in 
research  related  to  Alzheimer's  Disease  and  that  the  NCNR  has  been 
an  active  partner  is  addressing  this  important  issue.     Do  you  have 
any  new  initiatives  to  contribute  to  our  knowledge  of  caring  for 
individuals  with  this  devastating  illness? 

Answer.     Alzheimer's  Disease  and  the  related  dementias  (AD) 
are  certainly  a  significant  and  growing  health  problem.  The 
impact  of  AD  on  the  over  4  million  Americans  afflicted  with  the 
disease  and  their  families  is  severe.     Although  it  is  not  yet 
possible  to  prevent,  treat,  or  permanently  alter  the  course  of  the 
underlying  disease,  interventions  are  being  developed  and  tested 
which  can  help  to  manage  the  symptoms  and  preserve  function. 

In  addition  to  research  on  the  caregiving  aspects  of 
Alzheimer's  disease,  the  NCNR  portfolio  includes  studies  related 
to  the  clinical  management  of  patient  and  family  responses  to 
symptoms  experienced  by  patients.     Interventions  are  being  tested 
to  deal  with  symptoms  such  as  cognitive  deficits,  aggressive 
behaviors  during  activities  of  daily  living,  and  spatial  memory 
disturbances  and  disorientation  which  often  result  in  wandering 
behaviors . 

In  order  to  stimulate  research  in  this  area,  an  RFA  entitled, 
"Management  of  Alzheimer's  Disease  Symptoms,"  has  been  issued  in 
collaboration  with  the  National  Institute  on  Aging  for  preliminary 
investigations  dealing  with  the  broad  range  of  secondary  symptoms 
exhibited  by  Alzheimer's  patients.     The  symptoms  may  include,  but 
are  not  limited  to  wandering,  disturbed  sleep,  pacing,  agitation, 
feeding  and  dressing  difficulties,  incontinence  and  toileting 
difficulties,  screaming  and  other  vocalizations,  aggression,  and 
violence.     These  symptoms  not  only  contribute  to  decisions  to 
institutionalize  affected  individuals,  but  also  lead  to  the  use  of 
chemical  and  physical  restraints. 

Data  from  these  studies  will  provide  valuable  information  on 
the  acceptability,  safety,  and  rationale  for  the  effectiveness  of 
the  interventions  needed  prior  to  undertaking  any  large  scale 
clinical  trials. 

COLLABORATIVE  RESEARCH 

Question.     Dr.  Hinshaw,  as  you  know.  Congress  is  interested 
in  each  of  the  NIH  Institutes  working  collaboratively  with  the 
NCNR.     What  are  some  examples  of  interdisciplinary 
initiatives/activities  that  are  ongoing/underway?     (Alzheimer ' s- 
NIA;  Frailty-NIA;  Adherence-NHLBI ;  Diabetes-NIDDK;  LBW-NICHD;  P20- 
NICHD/NIMH) 

Answer.     NCNR  continues  to  work  collaboratively  with  several 
NIH  Institutes.  The  initiatives  regarding  care  and  prevention  of 
low    birthweight  infants  have  been  cosponsored  by  the  National 
Institute  of  Child  Health  and  Human  Development.     NCNR  continues 
to  work  with  the  National  Institute  on  Aging  in  support  of 


1137 


research  on  the  management  of  symptoms  experienced  by  Alzheimer's 
disease  patients.     The  National  Institute  of  Diabetes  and 
Digestive  and  Kidney  Diseases  and  the  NCNR  are  co- sponsoring  a 
request  for  applications  for  studies  on  diabetes  In  minority 
populations.     Two  other  Institutes  (NICHD  &  NIMH)  have  joined  NCNR 
In  a  request  for  applications  for  an  exploratory  center  grant 
Initiative  targeted  to  Investigations  of  health  behavior 
development  In  children  and  adolescents. 

Because  nursing  research  cross-cuts  so  many  disease  areas, 
NCNR  staff  are  constantly  watching  for  viable  research 
opportunities  that  may  be  of  Interest  to  other  NIH  Institutes, 
Centers,  or  Divisions  for  possible  cofundlng  opportunities. 

In  FY  1990,  funds  totaling  $1.6  million  were  received  from 
other  agencies  for  cofunded  projects.    NCNR  will  continue  to  work 
with  colleagues  In  other  Institutes  to  foster  Interdisciplinary 
research. 

LONG-TERM  CARE 

Question.    A  recent  New  England  Journal  of  Medicine  (Feb  28, 
1991)  article  projects  that  of  persons  who  turned  65  In  1990,  43Z 
will  enter  a  nursing  home  before  they  die.     Is  NCNR  supporting  any 
studies  to  Improve  the  quality  of  care  In  nursing  homes? 

Answer.     Concern  about  the  quality  of  care  In  nursing  homes 
has  been  an  ongoing  Interest  of  NCNR  and  the  nursing  research 
community.     Recognizing  that  with  the  Increasing  growth  of  the 
elderly  population  the  numbers  of  older  persons  requiring  some 
time  as  a  nursing  home  resident  will  also  Increase,  NCNR  has 
targeted  long-term  care  as  a  priority  area.     Several  studies  have 
been  funded  by  NCNR  that  focus  on  the  development  and  evaluation 
of  specific  Intervention  strategies  for  nursing  home  residents. 
In  one  such  study,  an  Investigator  Is  examining  the  effectiveness 
of  a  dressing  behavior  Intervention  designed  to  maintain 
functional  independence  among  cognltlvely  Impaired  nursing  home 
residents  as  long  as  possible.     Preliminary  Information  from  this 
study  has  enabled  this  Investigator  to  expand  the  work  to  other 
behavioral  strategies  that  could  assist  demented  older  persons. 

Another  Investigator  who  Is  Investigating  factors  that 
Influence  recovery  from  hip  fractures,  has  followed  patients  from 
the  hospital  to  nursing  homes  or  to  home  care.  Preliminary 
analysis  shows  that  Increased  age,  the  presence  of  more  than  one 
health  problem,  ability  to  be  mobile  after  surgery  for  the 
fracture,  and  whether  or  not  the  patient  lived  alone  Influenced 
return  to  full  functional  status  and  admission  to  a  nursing  home. 
A  third  Investigator  has  designed  a  nursing  Intervention  for 
nursing  home  residents  at  risk  for  declining  functional  status  and 
Is  evaluating  Its  effectiveness  In  adverting  this  decline  among 
residents. 

As  some  of  the  Intervention  studies  have  been  completed  new 
areas  for  Investigation  have  been  Identified.    One  such 
Intervention  study  was  targeted  toward  one  of  the  more  difficult 
care  problems  occurring  In  nursing  homes,  urinary  Incontinence. 
In  this  study  a  regimen  of  prompted  voiding  as  a  strategy  to 
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increase  continence  was  examined  and  found  to  be  successful  for  a 
considerable  number  of  residents.     However,  the  success  of  this 
intervention  requires  the  full  attention  and  motivation  of  nursing 
home  staff  to  maintain  the  regimen  which  was  not  forthcoming  once 
the  investigative  team  withdrew  after  the  study  was  completed.  A 
new  area  of  possible  inquiry  for  the  investigator  is  to  examine 
ways  to  effectively  implement  interventions  that  are 
experimentally  successful  but  not  as  effective  in  clinical 
practice. 

Long- terra  care  will  continue  to  be  a  priority  for  NCNR.  One 
important  area  for  emphasis  will  be  the  examination  of  ways  to 
facilitate  the  transition  of  older  persons  in  nursing  homes  back 
to  successful  community  living.     Studies  that  focus  on 
interventions  to  maintain  and  improve  functional  abilities,  avoid 
the  onset  of  disabilities,  and  to  maintain  the  health  of  those 
with  chronic  illnesses  should  assist  in  delaying,  or  avoiding  the 
need  for,  nursing  home  care  among  older  persons  in  the  future. 


QUESTIONS  SUBMITTTED  BY  SENATOR  DALE  BUMPERS 

e  $fi^^'f-        HEALTH  PROMOTION:     ADOLESCENTS  AND  CHILDREN 

Question.     I  understand  that  the  Center  for  Nursing  Research 
is  collaborating  with  other  institutes  on  an  initiative  to  study 
adolescents  and  risky  health  behaviors.     Can  you  tell  us  more 
about  that? 

Answer.     Several  recent  reports  highlight  the  significance 
of  behaviors  which  compromise  health.     These  patterns  of  behaviors 
including  diet,  physical  activity,  alcohol  and  tobacco  use,  risk 
taking,  and  sexual  behaviors  begin  in  childhood  and  adolescence. 
Little  is  known  about  the  natural  history  of  such  behaviors. 
Healthy  alternatives  to  meeting  the  needs  of  adolescents  need  to 
be  identified  and  tested.     In  collaboration  with  other  funding 
agencies,  NCNR  is  seeking  research  that  will  form  the  foundation 
for  testing  theory  based  interventions  critical  for  nurses  and 
other  health  professionals  working  with  children  in  schools  and 
other  settings  that  encompass  knowledge  of  behavior,  learning,  and 
psychological  and  cognitive  development. 

RESEARCH  TRAINEES 

Question.     When  the  NCNR  was  created,   this  subcommittee 
hoped  that  the  center  would  help  foster  a  strong  supply  of  nurse 
researchers.     What  can  you  tell  us  about  the  numbers  of  nurse 
researchers  who  are  applying  for  support  from  NCNR?    Are  there 
other  actions  this  subcommittee  should  take  to  ensure  that  nurses 
enroll  in  doctoral  programs  and  have  sufficient  support  and 
encouragement  to  seek  a    career  in  research? 

Answer.     A  major  initiative  of  the  NCNR  is  to  develop  a 
strong  cadre  of  nurse  investigators  to  address  the  complex 
problems  related  to  improving  patient  care.     These  initiatives 
have  been  successful  in  encouraging  more  nurses  to  choose  both 
predoctoral  and  postdoctoral  training.     There  is  a  strategic  plan 
for  systematically  increasing  the  number  of  supported  trainees  and 
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fellows  to  320  per  year.     This  number  is  based  on  the 
recommendation  of  the  Institute  of  Medicine  1985  report  on 
Personnel  Needs  and  Training  for  Biomedical  and  Behavioral 
Research.     By  FY  1990,   the  number  of  supported  trainees/fellows 
had  increased  from  165  in  FY  1986  to  257.     However,   in  1992,  in 
order  to  increase  funds  for  research  project  grants,   it  is  not 
possible  to  continue  to  increase  the  number  of  individuals 
supported  for  research  training. 


QUESTIONS  SUBMITTTED  BY  SENATOR  ARLEN  SPECTER 

PREVENTION  OF  LOW  BIRTHWEIGHT 

Question.     Dr.  Hinshaw,  I  understand  that  one  of  the  priority 
areas  of  study  established  by  the  Center  is  the  Prevention  and 
Care  of  Low  Birthweight  Babies.     You  discussed  this  briefly  in 
your  testimony.     Dr.  Hinshaw,  this  is  an  extremely  serious  problem 
in  this  country,  would  you  elaborate  further  on  the  Center's 
research  agenda  in  this  area,  particularly  as  it  concerns  efforts 
to  prevent  low  birthweight  babies? 

Answer.     The  NCNR,  in  collaboration  with  the  National 
Institute  of  Child  Health  and  Human  Development  (NICHD) ,  is 
encouraging  interdisciplinary  teams  of  basic  and  clinical 
scientists  to  address  issues  related  to  caring  for  very  low  V 
birthweight  babies  in  intensive  care  units  as  well  as  issues 
related  to  the  prevention  of  LBW. 

Neonatal  intensive  care  units  are  an  important  factor  in  the 
survival  of  LBW  infants,  especially  those  weighing  less  than  2,500 
grams.     A  major  problem  in  neonatal  clinical  practice  is  the 
balance  between  prompt  implementation  of  new  technologies, 
procedures,  and  treatments  and  the  demonstration  of  their  safety  \ 
and  efficacy.     Studies  that  focus  on  problems  of  infant  feeding, 
respiratory  support,  body  temperature  and  skin  care  are  needed  to 
advance  our  understanding  of  the  underlying  explanatory 
biobehavioral  mechanisms  that  determine  the  health  of  these 
infants . 

Another  initiative  is  encouraging  the  study  of  factors  which 
may  be  effective  in  preventing  preterm  delivery  and  intrauterine 
growth  retardation,  particularly  those  related  to  nursing 
practice.     Risk  factors  associated  with  LBW  include  maternal  age, 
poverty,  race,  low  educational  levels,  multiparity,  and  inadequate 
prenatal  care.     Maternal  behaviors  such  as  substance  abuse, 
smoking,  alcohol  consumption,  and  excessive  exercise  or  standing 
increase  the  incidence  of  premature  labor.     Innovative  studies 
related  to  maternal  behavior  and  life  style,  environmental  risks, 
and  the  biobehavioral  interface  are  needed. 

NURSING  SHORTAGE 

Question.     Dr.  Hinshaw,  maintaining  an  adequate  pool  of  well 
trained  nurses  is  essential  to  the  delivery  of  efficient  and 
affordable  health  care.     This  Committee  has  particularly  been 
concerned  and  has  provided  strong  support  for  nurse  training 
programs  over  the  past  several  years.     Has  progress  been  made  in 
addressing  the  shortfall  of  trained  nurses? 
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Answer.     Progress  has  been  made  in  addressing  the  shortfall 
of  trained  nurses.     The  aggregate  supply  of  registered  nurses  is 
at  an  all-time  high  and  is  projected  to  increase  until  about  2005. 
In  recent  years  enrollments  in  schools  of  nursing  have  increased 
significantly.     Preliminary  data  from  the  National  League  for 
Nursing  indicates  the  enrollments  in  the  fall  of  1990  totalled 
about  230,000,  a  12  percent  increase  over  the  number  enrolled  in 
the  fall  of  1989.     Preliminary  estimates  of  graduations  also 
showed  significant  increases.     These  data,  along  with  the  findings 
in  the  March  1988  National  Sample  Survey  of  Registered  Nurses, 
suggest  that  the  nurse  supply  will  remain  at  fairly  high  levels, 
at  least  in  the  near  future.     However,  by  the  year  2010,  the 
picture  changes  markedly.     Significant  declines  are  noted  for  the 
supply  of  registered  nurses  at  a  time  when  the  need  for  nurses  is 
exacerbated  by  the  increase  in  the  elderly  and  vulnerable 
populations . 

The  Secretary's  Commission  on  Nursing  assessed  the  cause  of 
the  nursing  shortage  as  stemming  from  the  increases  in  employer 
demand  which  could  not  be  satisfied  by  the  available  supply.  The 
latest  available  data  from  surveys  of  employers  in  various  fields 
suggested  a  continuing  high  level  of  budgeted  vacant  positions. 
Based  on  these  data  there  may  currently  be  about  126,000  -  158,000 
additional  full-time  equivalent  registered  nurses  needed. 

Furthermore,  a  HRSA  study  of  the  need  for  nurse  advanced 
trained  specialties  made  at  the  request  of  the  Senate 
Appropriations  committee  in  1988  indicated  that  the  need  for 
nurses  with  master's  degrees  would  be  more  than  4  times  that  of 
the  full-time  equivalent  supply  in  1988. 

Question.  In  your  professional  judgment,  should  the  federal 
government  continue  to  support  nurse  training  programs? 

Answer.     This  is  not  my  area  of  expertise.     It  may  be  more 
appropriate  to  ask  this  question  of  the  Director  of  HRSA's 
Division  of  Nursing.     Nonetheless,   through  my  work  with  the 
Commission,   it  is  my  professional  judgment  that  there  is  a 
continuing  need  for  the  support  of  nurse  training  programs  and  for 
the  support  of  the  data  collection  efforts  to  monitor  the  nursing 
shortage . 


National  Center  for  Human  Genome  Research 

STATEMENT  OP  DR.  JAMES  D.  WATSON,  DIRECTOR 

BUDGET  REQUEST 

Senator  Harkin.  Dr.  Watson,  it  is  good  to  see  you  here  again 
today  and  welcome.  I  am  sorry  for  all  the  delays  we  have  nad 
today. 

1  I  nave  been  following  the  center's  work  with  much  interest.  As 
jl  you  know,  I  am  one  of  the  more  enthusiastic  supporters  of  the 

human  genome  project. 

I  see  that  your  request  this  year  is  for  $110.5  million,  which  is 

an  increase  of  approximately  $23  million  over  the  1991  appropria- 
'  tions. 

I      Would  you  briefly  describe  what  initiatives  you  are  planning  to 

I  undertake  in  1992  and  the  overall  status  of  the  effort  to  map  and 

i|   sequence  the  human  genome? 

Dr.  Watson.  Mr.  Chairman,  I  am  delighted  to  have  this  second 
opportimity  to  share  with  you  and  members  of  the  committee  my 
enthusiasm  for  what  I  believe  is  one  of  the  most  exciting  and  sig- 
nificant biomedical  research  undertakings  of  this  century.  With  the 
strong  support  fi'om  the  Congress  and  fi^om  the  Department  of 
Health  and  Human  Services,  5ie  human  genome  project  officially 
began  on  October  1  of  last  year. 

(      Very  simply  the  goals  of  the  himian  genome  project  are  to  de- 

)  velop  biological  maps  for  each  human  chromosome  and  then  to  read 
the  genetic  text  written  in  the  chemical  seauence  of  human  DNA. 

Why  should  we  do  this?  We  want  to  do  it  because  this  is  the  way 
that  we  can  come  to  a  much  deeper  and  complete  understanding 
of  all  the  many  diseases  of  human  beings  to  which  genetic  pre- 
dispositions contribute.  We  beheve  there  are  many  thousands  of 
genes  which  affect  human  health  in  very  significant  ways. 

li      I  have  been  very  pleased  over  this  past  year  with  a  number  of 

i'  developments.  Because  of  the  strong  support  we  received  from  Con- 
gress and  fi-om  tlie  administration,  we  have  been  able  to  attract  a 

I  very  strong  staff  of  people  who  are  helping  administer  these  funds, 
as  well  as  a  group  of  scientific  advisors  who  are  really  first-class. 

'  So,  I  think  the  people  who  are  managing  the  program  are  really 
as  fine  as  you  can  find  in  our  country.  That  they  have  joined  in  is 
due  to,  I  think,  the  excitement  they  have  and  the  fact  that  suffi- 
cient money  has  been  appropriated  to  let  the  project  get  started  in 
a  big  way  as  distinct  from  a  small  way. 
We  want  to  complete  the  project  in  roughly  15  years,  and  we  be- 

Ij  lieve  we  can  do  this  within  a  budget  of  $3  billion.  That  would  mean 
roughly  $200  million  per  year.  We  are  still  building  up  to  a  sort 
of  steady  state,  and  that  is  why  the  increase  of  26  percent,  which 

I  is  in  this  budget,  is  necessary  for  us  to  maintain  the  momentum 
of  the  program. 
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Now,  as  far  as  significant  advances,  I  think  we  were  asked  last 
year  by  Congress  to  look  over  our  budget  and  to  say  are  we  really 
going  to  meet  the  $3  billion  figure.  So,  we  have  presented  to  Con- 
gress a  reevaluation  of  the  program,  and  it  really  falls  into  two 
parts. 

The  first  is  looking  at  the  mapping  problem.  Here  there  has  been 
a  series  of  technological  developments  which  really  ensure  that  the 
mapping  can  be  done  for  approximately  a  $500  million  sum.  So,  we 
are  very  confident  that  that  can  be  done.  And  this  will  be  very  im- 
portant. This  is  the  part  of  the  project  which  will  directly  lead  dis- 
ease gene  hunters  to  that  section  of  the  chromosome  where  thev 
can  home  in  on  their  gene.  It  was  knowing  the  map  position  which 
let  Francis  Collins  find  the  cystic  fibrosis  gene.  You  have  to  know 
the  map  position.  That  is  why  we  have  concentrated  on  maps  and 
now  we  can  make  them.  Because  we  know  how  to  make  them,  we 
have  created  a  number  of  specific  human  genome  research  centers 
whose  fimction  is  to  make  these  maps  and  get  them  out  to  the 
medical  researcher.  We  think  this  will  really  permit  a  much  larger 
number  of  people  to  join  in  the  effort  to  find  disease  genes. 

The  second  effort  we  are  moving  on  is  the  whole  question  of  actu- 
ally working  out  the  exact  messages,  what  we  call  DNA  sequenc- 
ing. Currently,  sequencing  costs  roughly  10  times  more  than  we  be- 
lieve it  should,  and  so  a  great  deal  of  our  emphasis  is  placed  on 
trying  to  develop  new  technologies  which  will  reduce  the  costs. 
Over  the  next  5  years  we  think  we  can  achieve  this  reduction  but, 
of  course,  until  we  do,  I  cannot  say  we  have  accomplished  our  goal. 
We  have  put  out  a  number  of  grants  with  the  aim  of  sequencing 
roughly  1  million  base  pairs  per  year.  Now,  there  are  3  billion  of 
them,  and  we  want  to  get  people  up  to  the  point  where  1  billion 
base  pairs  does  not  seem  like  a  big  effort.  A  lot  of  that  will  be  done 
by  machines,  and  the  machines  that  conventional  wisdom  said 
aren't  that  good  really  are  good.  We  have  been  encouraged  over  the 
past  year  that  a  machine — I  am  happy  to  say  it  is  an  American  ma- 
chine— probably  can  do  much  of  the  job. 

Now,  the  last  thing  I  want  to  mention  is  that  we  are  very  pleased 
to  have  set  up  our  ELSI  program — that's  the  ethical,  legal,  and  so- 
cial implications  program.  Due  to  the  throws  of  the  genetic  dice, 
some  people  have  a  better  opportunity  for  living  a  fuller  life  than 
others,  and  we  are  very  concerned  that  this  new  genetic  knowledge 
does  not  lead  to  a  form  of  a  genetic  underclass  which  will  not  only 
get  a  bad  throw  of  the  genetic  dice,  but  then  be  treated  worse  than 
other  people  by  society  as  a  whole. 

Senator  Harkin.  Fm  sorry.  I  want  to  understand  what  you  just 
said,  Dr.  Watson. 


Dr.  Watson.  When  you  are  bom  

Senator  Harkin.  Yes. 

Dr.  Watson  [continuing].  The  exact  genes  you  get  are  one-half 


suit,  children  in  a  given  family  don't  always  look  the  same,  they 
are  very  different  at  times.  Sometimes  they  can  look  quite  similar, 
sometimes  very  different.  When  you  make  a  gene,  the  copying  proc- 
ess isn't  always  perfect.  It  is  largely  perfect,  and  that  is,  of  course, 
why  we  can  exist.  But  occasionally  it  goes  wrong  and  you  get  a 
gene  such  as  is  responsible  for  muscular  dystrophy.  The  gene  isn't 


your  mother's  genes  and  one-half 


father's  genes.  Now,  as  a  re 
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copied  correctly.  So,  some  people  are  e^oing  to  inherit  faulty  genes, 
and  faulty  eenes  will  always  be  here  because  they  arise  from  mis- 
takes in  DNA  replication. 

Now,  muscular  dystrophy  tends  to  occur  in  boys,  and  it  depends 
which  of  the  two  chromosomes  from  your  mother  you  inherit.  You 
can  get  a  good  one  or  you  can  get  a  bad  one.  So,  that  is  why  I  say 
there  are  some  people  who  are  victims  of  unjust  throws  of  the  ge- 
netic dice.  It  is  not  their  parents'  fault.  It's  not  their  fault,  but 
they've  got  it.  What  we  have  to  do  is  develop  ways  to  treat  these 
people  compassionately,  both  in  tr3dng  to  cure  their  diseases  and 
in  trying  to  take  care  of  the  disabilities  which  they  may  have  to 
live  with  throughout  their  lives. 

So,  that  is  really  why  we  have  to  have  a  strong  ethics  program. 
When  I  took  over,  I  said  we  should  spend  3  percent  of  our  money 
on  ethics.  In  fiscal  year  1991,  we  hope  to  spend  4  percent  and  in 
fiscal  year  1992,  5  percent,  lliis  will  be  a  growing  program.  And, 
of  course,  the  disabilities  law  which  you  have  helped  bring  into  ex- 
istence is  one  which  can  protect,  in  part,  people  who  are  victims  of 
their  genetic  heritage.  So,  we  view  this  ethics  program  as  impor- 
tant as  any  other  aspect  of  our  program.  It  cannot  precede  the  pro- 
gram. It  has  to  go  hand  in  hand  with  it  because  often  the  exact 
ethical  issues  you  will  face  you  will  only  know  when  you  see  your 
bad  gene.  You  will  know  really  what  dilemmas  it  creates.  So,  they 
have  to  go  hand  in  hand.  We  nave  an  excellent  advisory  committee 
on  these  issues.  We  have  a  very  strong  person.  Dr.  Eric  Juengst, 
nmning  it  in  our  office,  and  it  is  perhaps  going  to  be  our  most  visi- 
ble component  because  that  is  what  the  general  public  wants  to 
know,  how  this  is  going  to  influence  their  lives. 

PREPARED  STATEMENT 

So  with  that,  I  will  say  that  the  fiscal  year  1992  reguest  for  the 
National  Center  for  the  Human  Grenome  Research  is  $110  million 
this  year. 

Mr.  Chairman,  I  will  be  pleased  to  answer  your  questions. 
[The  statement  follows:] 
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STATEMENT  OF  DR.  JAMES  D.  WATSON 

Mr.  Chairman,   I  ara  delighted  to  have  this  second  opportunity  to  share  with 
you  and  the  members  of  the  Committee  my  enthusiasm  for  what  I  believe  is  one 
of  the  most  exciting  and  significant  biomedical  research  undertakings  of  this 
century.     With  strong  support  from  the  Congress  and  the  Department  of  Health 
and  Human  Services,   the  Human  Genome  Project  officially  began  work  on  its 
goals  for  the  first  five  years  on  October  1,   1990.     I  am  pleased  to  describe 
to  you  today  the  accomplishments  we  have  already  achieved  as  well  as  the  new 
initiatives  the  National  Center  for  Human  Genome  Research  (NCHGR)  has  laid  out 
to  reach  its  goals  as  rapidly  as  possible.     Indeed,  the  faster  we  accomplish 
these  goals,   the  sooner  we  will  get  on  with  the  business  of  truly 
understanding  the  complex  contributions  our  genes  make  to  so  many,  tragic 
human  diseases. 

Very  simply,   the  goals  of  the  Human  Genome  Project  are  to  develop 
biological  maps  for  each  human  chromosome  and  to  read  the  genetic  text  written 
in  the  chemical  sequence,  or  letters,  of  human  DNA.     DNA  is  the  substance  that 
carries  genetic  information  contained  in  the  chromosomes  of  all  plants  and 
animals . 

Why  should  we  do  this?     Because  we  believe  it  is  the  only  way  we  will  make 
swift  progress  toward  understanding  the  thousands  of  human  diseases  caused  by 
malfunctioning  genes -- diseases  like  Huntington's,  Alzheimer's,  birth  defects 
of  all  sorts,  Tay-Sach's,  and  scores  of  other  metabolic  defects.     Faulty  genes 
also  most  certainly  contribute  to  the  more  common  killers  of  our  day- -cancer, 
diabetes,  high  blood  pressure,  and  heart  disease. 

Over  the  past  several  years,  biomedical  research  has  increasingly  looked 
to  the  gene  to  understand  the  mechanisms  of  human  disease.     The  tools  of 
recombinant  DNA  technology,  which  were  developed  nearly  20  years  ago,  have  led 
us  to  the  doorstep  of  that  knowledge.     They  have  given  us  provocative  ^glimpses 
of  the  wonders  we  might  work  if  we  could  only  cross  the  technological 
thresholds  that  now  keep  us  from  understanding  the  molecular  essence  of 
genetic  disorders. 

We  have  undertaken  the  Human  Genome  Project  to  provide  biomedical 
researchers  with  the  technologies  and  information  they  need  to  step  across 
that  threshold  and  into  new  arenas  of  understanding  and  progress.  Chromosome 
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maps  will  lead  researchers  more  quickly  and  much  more  cheaply  to  the  genes 
they  wish  to  find.     They  will  enable  younger  researchers  in  smaller 
laboratories- -  those  who  now  do  not  have  the  technological  resources  for 
genomic  research- -to  apply  their  ample  talents  to  research  problems  that  now 
evade  them. 

A  second  product  of  the  Human  Genome  Project,  the  chemical  sequence  of 
human  DNA,  will  give  researchers  the  information  they  need  to  understand  what 
genes  actually  look  like.     We  must  be  able  to  "see"  genes  in  their  most 
exquisite  detail  before  we  can  begin  to  learn  how  they  function  in  health  and 
malfunction  in  disease.     The  chemical  sequence  of  human  DNA  will  also  offer 
the  basis  for  strategies  for  development  of  new  classes  of  drugs  for  treating 
diseases. 

With  the  establishment  of  Human  Genome  Research  Centers  at  U.S.   rf-  p'-r;  noi 
universities,  NCHGR  began  its  support  of  large-scale,  high-resolution  mapping 
of  entire  human  chromosomes.     These  centers  will  focus  on  physical  mapping  of 
large,  connecting  expanses  of  human  chromosomes  as  well  as  development  of  new 
technologies  to  store  and  analyze  genome  research  data  generated  in  these 
projects.     NCHGR  now  supports  large-scale  mapping  of  chromosomes  4,  7,  11,  and 
X.     In  the  coming  year,  we  plan  to  award  new  centers  to  expand  our  support  of 
whole -chromosome  mapping  research.  ■■^--r'^i--:' 
In  addition,  NCHGR- supported  researchers  began  a  large-scale  effort  to  ->i 
develop  a  physical  map  of  the  mouse  genome.     Because  of  the  close  similarities 
between  the  mouse  and  human  genomes,  this  project  will  provide  valuable 
information  to  the  large  number  of  health  researchers  who  use  the  mouse  in 
comparative  studies  to  gain  insights  into  the  structure  and  function  of  human 
genes. 

Two  important  NCHGR  initiatives  begun  in  FY  1991  are  aimed  at  delivering 
powerful  new  tools  to  the  biomedical  research  community  in  a  very  short  time. 
The  first,  an  initiative  to  construct  a  "framework"  map  consisting  of  300  or 
so  evenly  spaced,  high-quality  markers  among  the  human  chromosomes,  is  slated 
for  completion  in  the  next  two  to  three  years.     As  these  markers  begin  to 
enter  the  public  domain  in  FY  1992,  this  so-called  "index"  map  will  likely  be 
Che  first  research  tool  the  Human  Genome  Project  dispenses  to  the  research 
community.     Index  markers  are  expected  to  be  especially  useful  to  scientists 
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in  search  of  genes  responsible  for  diseases  and  other  biological  traits.  The 
index  map  will  serve  as  an  extremely  useful  interim  tool  until  the  complete 
map  of  all  the  human  chromosomes  is  finished,  which  we  anticipate  well  before 
the  turn  of  the  century.  ■ 

With  the  second  initiative,  we  have  begun  to  tackle  the  technological 
problems  of  DNA  sequencing.     Sequencing  DNA,  or  determining  the  order  of  its 
letters,   is  now  the  backbone  of  the  body  of  biomedical  research  that  seeks  to 
understand  how  genes  control  cell  function.     Because  DNA  sequencing  is  very 
time  consuming  and  expensive  with  current  methods,  the  secrets  of  genes  are 
locked  away  in  indecipherable  DNA  sentences.     These  sentences  consist  of  long 
strings  of  only  four  letters,  ordered  in  very  precise  ways.     If  we  could  read 
these  sentences  easily,  we  would  have  access  to  the  genetic  instructions  that 
control  the  chemical  processes  in  our  cells.     We  know  already  that  errors  in 
these  sentences  result  in  genetic  defects  and  supply  cells  with  misinformation 
about  how  to  function  normally. 

Several  projects  to  improve  the  efficiency,  accuracy,  and  cost  of  DNA 
sequencing  were  begun  by  NCHGR- supported  scientists  this  year.     These  pilot 
sequencing  projects  will  focus  on  biologically  important  sites  in  the  human 
genome  and  on  the  genomes  of  model  organisms.   Including  the  common  Intestinal 
bacterium  E.  coll,  yeast,  a  roundworm,  and  another  bacterium  known  as 
Mycoplasma,  which  are  of  broad  Interest  to  the  large  sector  of  researchers 
studying  the  basic  biological  structure  and  function  of  genetic  molecules. 
Recent  experience  has  shown  that  many  of  the  genes  of  th^se  model  organisms 
are  extraordinarily  similar  to  human  genes,   so  the  knowledge  gained  will 
simultaneously  benefit  medical  research. 

The  main  objective  of  these  pilot  DNA  sequencing  projects  Is  to  bring  down/ 
cost.     We  will  not  support  systematic  sequencing  of  the  human  genome  until 
costs  are  low  enough  and  technology  good  enough  to  do  It  efficiently. 

This  year  we  will  begin  supporting  studies  of  molecules  called 
complementary  DNA,  or  cDNA.     iTiese  molecules  will  lead  scientists  to  DNA 
■   regions  that  are  actually  known  to  Instruct  a  cell  to  produce  proteins.  While 
some  genome  scientists  are  working  to  Isolate  large  segments  of  human 
chromosomes,  others  will  be  using  cDNA  and  other  methods  to  develop  new 
techniques  to  scan  those  regions  for  active  genes.  .  .5:1  >  bt: 
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In  the  past  year,  NCHGR  also  broke  new  ground  In  supporting  the  study  of 
the  ethical  and  social  impac'c  of  new  information  about  the  human  genome  as  it 
is  translated  into  practical  and  clinical  use.     With  approximately  4  to  5 
percent  of  the  NCHGR  budget  devoted  to  these  studies  in  FY  1992,  NCHGR  has 
pioneered  a  new  NIH  participation  in  studies  of  the  potential  conflicts 
between  the  development  of  new  medical  technologies,  personal  freedoms,  and 
social  policy.     Activities  of  the  NCHGR  Ethical,  Legal,  and  Social  Implica- 
tions Program  will  be  the  point  of  entry  through  which  the  public  voice  on 
these  issues  will  be  heard.     Public  participation  will  be  the  best  assurance 
that  the  benefits  of  genetic  knowledge  stemming  from  genome  research  will  be 
maximized  and  the  potential  harms  minimized.  ^ 

This  past  year  the  NCHGR  ELSI  program  and  its  joint  NIH-DOE  working  group 
have  identified  three  major  issues  as  priority  research  areas:  privacy  of 
genetic  information  in  the  context  of  insurance  and  employment  as  well  as 
among  members  of  extended  families  with  inherited  disease;  safety  and  efficacy 
issues  related  to  the  clinical  use  of  genetic  tests;  and  the  fair  use  of 
genetic  information  to  avoid  discrimination  by  insurance  providers  and 
employers. 

A  task  force  assigned  specifically  to  the  issues  related  to  insurance  has 
begun  a  dialogue  with  representatives  from  the  private  health  insurance 
industry  and  over  the  next  year  will  convene  public  meetings  and  produce 
policy  options  on  this  complex  matter.     It  is  our  hope  that  the  knowledge  and 
resources  generated  by  this  process  will  develop  a  body  of  thoughtful  infor- 
mation useful  to  lawmakers  should  these  issues  require  legislative  action. 

Last  year,  soon  after  the  gene  for  the  common  genetic  disease  cystic 
fibrosis  was  discovered- -and  a  clinical  test  to  detect  the  gene  was  developed- 
-NCHGR  co-sponsored  a  workshop  on  the  appropriate  use  of  the  test  to  detect  CF 
gene  carriers.     Workshop  participants  recognized  that  the  testing  Issues 
evolving  around  the  CF  gene  discovery  are  important  not  only  with  respect  to 
CF  itself  but  will  also  be  relevant  to  a  multitude  of  other  diseases  as  their 
corresponding  genes  are  discovered.     Indeed,  news  stories  about  gene 
discoveries  now  appear  regularly.     NCHGR  will  be  funding  studies  on  how  best 
to  integrate  evolving  genetic  tests  into  medical  care. 

NCHGR  is  committed  to  increasing  the  number  of  students  and  faculty  at 


1148 


minority  institutions  who  will  participate  in  the  Human  Genome  Project.  This 
past  year,  NCHGR  staff  has  met  with  members  of  the  Association  of  Minority 
Health  Professional  Schools  and  researchers  supported  by  NIH's  Research 
Centers  in  Minority  Institutions  program  to  discuss  how  minority  institutions 
can  become  involved.     Several  groups  have  presented  Interesting  ideas  to  us 
and  we  expect  to  receive  applications  in  the  near  future.     In  addition,  NCHGR 
has  established  a  program  to     provide  funds  to  faculty  and  students  at 
minority  institutions  for  travel  to  genome  -  related  scientific  meetings, 
courses,   and  workshops. 

Mr.  Chairman,  I  believe  NCHGR  has  made  enormous  strides  in  its  first  year 
to  establish  the  administrative  and  scientific  mechanisms  needed  to  put  the 
Human  Genome  Project  on  the  sound  footing  capable  of  supporting  this 
significant  scientific  research  program.     I  have  every  confidence  that  this 
program  will  make  important  contributions  to  our  knowledge  about  human 
biology,   in  particular  toward  the  understanding  of  the  thousands  of  human 
diseases  that  have  their  origins  in  faulty  genes. 

The  fiscal  year  1992  budget  request  for  the  National  Center  for  Human 
Genome  Research  is  $110,^87,000.     Mr.  Chairman,   I  will  be  pleased  to  answer 
your  questions. 

Thank  you. 
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MAPPING  TIMEFRAME 

Senator  Harkin.  There  is  another  vote.  I  will  have  to  see  if  I  can 
hurry  through  this. 

We  are  talking  about  15  years  as  sort  of  the  plan  to  map  and  se- 
quence? 

Dr.  Watson.  Yes. 

Senator  Harkin.  I  asked  you  this  last— well,  was  it  last  year  or 
the  year  before. 
Dr.  Watson.  Last  year  you  asked  me. 
Senator  Harkin.  Can  we  collapse  that  timeframe  some? 
Dr.  Watson.  I  don't  think  so. 

Senator  Harkin.  Again,  I  want  to  know  why  not  because  you  are 
talking  about  personnel  and  you  are  talking  about  computers.  You 
are  talking  about  machines. 

Dr.  Watson.  We  are  going  to  get  the  maps.  Depending  on  exactly 
how  much  money  we  get,  we  could  collapse  the  mapping  timeframe 
slightly,  but  we  will  get  it  done  in  5  years. 
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Senator  Harkin.  The  mapping. 
Dr.  Watson.  We  can  get  the  maps. 
Senator  Harkin.  In  5  years. 

Dr.  Watson.  In  5  years.  And  that  is  what  a  lot  of  people  want. 
The  map  will  be  needed  to  get  the  gene  for  early  onset  breast  can- 
cer. There  is  one  gene  out  there  which  a  lot  or  people  are  trying 
to  get. 

Senator  Harkin.  So,  you  can  get  the  maps  done  in  5  years. 

Dr.  Watson.  Yes;  then  it  is  the  sequencing,  and  that  is  a  ques- 
tion of  the  rate  at  which  we  will  do  it.  We  really  do  not  want  to 
do  it  if  we  are  going  to  bankrupt  the  rest  of  biomedical  research. 
So,  we  want  to  reduce  the  costs  down. 

Senator  Harkin.  No,  no;  I  don't  want  to  bankrupt  the  other  one 
either,  and  perhaps  that  is  why  we  are  having  this  little  impasse 
here. 

What  I  am  asking  you  is  a  specific  question.  Assuming  that  more 
money  was  put  into  this  program  specifically,  not  taken  out  of  any 
other  program,  but  just  more  money  was  put  into  this  program 
from  a  nonbiomedical  research  account,  let's  say,  some  other  ac- 
coimt  of  government,  could  you  sequence  the  genome  in  a  much 
shorter  period  of  time  than  10  years? 

Dr.  Watson.  I  can't  really  give  you  an  answer  for  5  years.  Five 
years  from  now  I  might  be  able  to  say  we  do  not  need  another  10 
years.  We  could  do  it  in  7  years.  But  I  think  we  will  need  the  total 
15  years.  Right  now  the  number  of  people  is  limited,  in  part,  be- 
cause they  never  had  the  money  to  do  this  research. 

Senator  Harkin.  OK  I  ask  you  if  you  had  more  money,  could  you 
reduce  the  time  for  the  mapping? 

Dr.  Watson.  By  a  couple  of  years,  but  not  more  than  that  be- 
cause getting  the  right  person,  having  the  confidence  that  he  can 
do  it  is  a  time-consuming  process.  We  have  to  train  these  people. 
We  have  to  get  them  into  it.  The  best  I  would  like  to  offer  you  is 
3  years  for  mapping.  I  do  not  like  to  be  a  pessimist,  but  I  just  know 
that  we  have  a  lot  of  very  good  people,  the  very  best,  who  are  going 
to  try  mapping.  And  I  am  confident  they  will  do  it  in  5  years. 

Senator  Harkin.  Then  the  sequencing.  As  I  imderstand  it — and 
again,  here  is  where  I  lack  scientific  knowledge,  but  from  my  lim- 
ited understanding  of  this,  it  is  my  belief  that  if  you  had  more  per- 
sonnel, obviously  qualified  personnel,  and  you  had  the 
supercomputers  tnat  it's  going  to  take,  that  these  3  billion  pairs 
could  be  sequenced  in  a  lot  shorter  period  of  time  than  10  years. 

Dr.  Watson.  If  we  have  the  right  people.  I  keep  going  back  to 
the  people.  We  have  some  good  ones.  I  would  love  to  have  twice  as  [ 
many  that  I  could  name  to  you,  and  if  I  can  name  them  to  you,  ! 
I  will  come  back  to  you  right  away  and  say  they  need  more  money. 
But  I  think  right  now  in  the  President's  budget — and  I  am  speak- 
ing very  honestly — we  have  about  the  right  amount  for  next  year. 
But  if  we  have  an  enormous  breakthrough — and  we're  trying  to  get 
breakthroughs — the  moment  we  have  a  breakthrough,  I  will  be  to 
you  very  fast.  [Laughter.] 

Senator  Harkin.  Well,  I  would  appreciate  that  because  I  think 
there  is  more  support  for  this  than  you  may  think.  But  again,  we 
do  not  want  to  put  money  into  something  that  is  just  impossible. 
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Dr.  Watson.  I  have  a  close  friend  of  mine  who  is  a  Nobel  Prize 
winner  who  says  it  will  done  by  1998. 

Senator  Harkin.  Well,  I  guess  that  is  what  Fm  picking  up.  I  am 
hearing  that  it  can  be  done  sooner  than  that. 

Dr.  Watson.  But  honestly,  I  don't  believe  him.  [Laughter.] 

He  is  more  intelligent  than  I,  but  I  don't  believe  him.  But  Fm 
just  trying  to  put  it  this  way. 

Senator  Harkin.  All  right. 

Dr.  Raub.  Our  Nobel  Prize  winner  says  it  will  take  longer. 
[Laughter.] 

Senator  Harkin.  Well,  at  some  point  I  want  to  discuss  this  more 
in  depth.  I  would  really  like  to  get  a  better  understanding. 

Dr.  Watson.  I  woula  be  most  pleased  to  meet  with  you  and  your 
staff  and  go  over  this  in  great  detail. 

Senator  Harkin.  I  would  like  to  do  that  at  some  point  perhaps 
after  I  get  through  the  appropriations  process  this  year,  maybe  this 
summer.  I  just  want  to  really  get  a  good  understanding  of  why  this 
can't  be  shortened  down. 

Dr.  Watson.  I  will  be  pleased  to  tell  you. 

questions  submitted  by  the  subcommittee 

Senator  Harkin.  Thank  you.  There  will  be  some  additional  ques- 
tions which  will  be  submitted  for  your  response  in  the  record. 

[The  following  questions  were  not  asked  at  the  hearing,  but  were 
submitted  to  the  Center  for  response  subsequent  to  the  hearing:] 
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QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

HUMAN  GENOME  RESEARCH  CENTERS 

Question.     Doctor,  I  understand  that  the  Center  funded  four  human  genome 
research  projects  in  FY  1990,  will  have  nine  under  way  this  year,  and  has 
requested  funding  for  a  total  of  11  in  1992.     These  are  large  centers  by  NIH 
standards  with  average  funding  at  about  $2.9  million  apiece.     How  are  you 
assigning  responsibilities  to  each  of  these  centers  to  help  insure  an 
efficient  and  coordinated  mapping  effort? 

Answer.     As  of  this  date,   the  NCHGR  has  funded  6  human  genome  research 
centers.     We  have  not  assigned  responsibilities  to  each  human  genome  research 
center.     Rather,  each  human  genome  research  center  applicant  selected  a  goal 
for  their  project.     NCHGR  funded  those  that  were  considered  to  be  of  high 
scientific  merit  by  the  peer  review  committee  and  would  make  significant 
contributions  towards  accomplishing  the  mission  of  the  Human  Genome  Program. 
The  two  goals  of  the  human  genome  research  centers  funded  so  far  are 
chromosomal  mapping  and  technology  development.     Three  centers  (Washington 
University,  University  of  California  at  San  Francisco,  and  Baylor  College  of 
Medicine)  have  chosen  the  development  of  a  physical  and  genetic  map  of  one  or 
more  human  chromosomes  as  their  goal.     The  center  at  the  Massachusetts 
Institute  of  Technology  will  develop  the  physical  and  genetic  map  of  the 
mouse.     The  other  two  human  genome  research  centers  (University  of  Michigan 
and  University  of  Utah)  have  chosen  mapping,   sequencing,  and  gene 
identification  technology  development  as  their  goals. 

Each  human  genome  research  center  will  provide  overall  coordination  of  its 
efforts  with  other  projects  with  similar  goals  in  order  to  avoid  duplication 
of  effort.     Human  genome  research  centers  are  required  to  provide  outreach  to 
the  scientific  community  in  terms  of  providing  data  and  materials  developed 
within  the  human  genome  research  center.     In  practice,   it  is  envisioned  that 
the  human  genome  research  centers  will  accelerate  progress  in  other 
laboratories  by  making  available  the  resources  developed  in  the  human  genome 
research  center  and  by  being  responsible  for  coordination  of  data  on 
chromosomal  regions  that  are  within  their  mission. 

Question.     The  technology  necessary  to  complete  the  Human  Genome  mapping 
project  for  $3  billion  does  not  yet  exist.     In  fact  with  current  technology 
the  price  could  reach  $15  billion.     To  what  extent  are  the  centers  focused  on 
developing  the  necessary  technology? 

Answer.     All  of  the  funded  human  genome  research  centers  are  involved  in 
technology  development.     While  much  new  technology  for  genetic  and  physical 
mapping  has  been  developed  over  the  past  few  years,   it  has  not  been  applied  on 
the  scale  that  is  required  to  produce  maps  of  entire  human  chromosomes. 
Several  centers,   for  example  the  Washington  University  human  genome  research 
center,  are  continuing  their  efforts  to  develop  improved  methods  for  physical 
mapping.     The  University  of  Michigan  human  genome  research  center  is 
concentrating  on  the  development  of  new  mapping  technologies  that  will  speed 
up  the  isolation  of  a  disease  gene  once  the  gene  has  been  mapped.       The  center 
at  the  Massachusetts  Institute  of  Technology  (MIT)  has  been  automating  the 
development  of  new  genetic  markers  for  a  complete  genetic  map  of  the  mouse. 
Both  the  MIT  and  Washington  University  human  genome  research  centers  are 
developing  robotics  to  accommodate  the  scaled-up  throughput  that  will  be 
needed  to  develop  complete  chromosomal  maps. 

The  greatest  need  for  new  technology  necessary  to  finish  the  genome 
project  is  in  DNA  sequencing.     The  completion  of  the  human  DNA  sequence  will 
require  the  development  of  new  technologies  to  both  speed  up  the  rate  of 
sequencing  and  reduce  its  cost.     Several  technology  development  efforts  within 
the  human  genome  research  centers  are  contributing  to  this  area.     At  the 
University  of  Utah,  investigators  are  exploring  capillary  gel  electrophoresis, 
a  method  that  could  potentially  increase  the  speed  of  sequencing  24- fold,  as 
well  as  multiplex  sequencing,  another  high  throughput  sequencing  method.  In 
the  Baylor  University  human  genome  research  center,  scientists  are  using 
current  sequencing  technology  coupled  with  new  computer  programs  in  an  effort 
to  identify  genes  in  regions  of  DNA  believed  to  contain  disease  genes.  NCHGR 
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also  supports  research  on  sequencing  technology  through  regular  research 
grants  and  program  projects. 

SEQUENCING  TECHNOLOGY 

Question.     Dr.  Watson,  from  the  Center's  inception,   the  overall  goal  of 
this  program  was  to  complete  the  sequencing  of  3  billion  DNA  base  pairs  within 
15  years.     However,  to  do  this,  we  must  have  available  to  us  technology  that 
will  reduce  the  cost  of  sequencing  from  the  current  $2  to  $4  dollar  range  to 
approximately  $.50  a  pair.     What  is  the  likelihood  for  these  kinds  of 
technological  breakthroughs  occurring  any  time  soon? 

Answer.     It  is  difficult  at  this  early  stage  to  predict  whether  the 
program  will  attain  the  goal  of  reducing  the  cost  of  sequencing  to  $0.50  per 
base  pair  in  the  first  5  years.     We  are  using  a  two-faceted  strategy  to 
approach  this  problem.     We  are  supporting  completely  new  technologies,  that 
could  dramatically  improve  efficiency  and  reduce  costs,  but  may  take  5  to  10 
years  before  becoming  available  commercially.     In  addition,  we  support  several 
sequencing  projects  that  have  the  goal  to  sequence  on  a  scale  much  larger  than 
is  currently  possible  by  improving  and  pushing  current  technology  to  its 
limits.     It  is  hoped  that  the  increased  efficiencies  that  result  from  this 
approach  will  reduce  the  costs  of  sequencing.     These  projects  are  attempting 
to  sequence  the  genomes  of  important  model  organisms,  the  roundworm  (C. 
elegans)  and  two  bacteria  (E.  coli  and  Mycoplasma  capricolum)  as  well  as 
biologically  important  regions  of  the  human  genome  (the  T-cell  receptor 
region) .     We  expect  that  using  these  approaches  we  will  be  able  to  reduce  the 
costs  significantly  over  the  next  5  years.  ,    .  . 

There  is  also  promising  new  technology  supported  by  NCHGR  that  I  expect 
will  decrease  the  cost  of  sequencing  in  the  next  5  years.     Using  capillary  gel 
electrophoresis,  NCHGR- supported    scientists  have  been  able  to  increase  the 
number  of  base  pairs  that  can  be  determined  in  a  given  period  of  time  about 
10- fold.     The  use  of  mass  spectroscopy  to  detect  DNA  during  sequencing  is  also 
being  developed.     The  advantage  to  such  a  scheme  is  that  smaller  amounts  of 
DNA  could  be  sequenced.     There  are  also  several  other  novel  approaches  (e.g., 
time  of  flight  mass  spectroscopy,  tunneling  electron  microscopy)  which,  if 
successful,  would  significantly  improve  sequencing.     However,  these 
technologies  may  take  more  than  5  years  to  become  useful. 

COST  OF  MAPPING  AND  SEQUENCING 

Question.     Dr.  Watson,  the  Committee  has  heard  different  estimates  of 'the 
cost  of  sequencing  an  individual  DNA  base  pair.     Sometimes  we  hear  a  range  of 
$2  to  $4;  sometimes  it's  $3  to  $5;  and  sometimes  it's  reported  to  be  $5.  What 
are  the  accurate  figures  for  sequencing  an  individual  base  pair? 

Answer.     Determining  the  cost  of  DNA  sequencing  has  turned  out  to  be  much 
more  problematic  than  anticipated,   for  a  variety  of  reasons.  Most 
importantly,  there  has  not  been  agreement  among  sequencing  laboratories  as  to 
which  cost  elements  should  be  included  in  the  determination.     NCHGR  has 
therefore  begun  an  effort  to  systematically  calculate  such  costs  and  has,  as 
the  initial  step,  established  a  working  definition.     For  purposes  of  cost 
estimation,  NCHGR  considers  DNA  sequencing  to  start  with  an  isolated  (cloned) 
large  DNA  fragment  and  end  with  a  completed,  verified  sequence  stored  in  a 
computer.     The  costs  for  determining  this  sequence  include  all  expenses  for 
personnel  (salaries  plus  fringe  benefits),  supplies,  equipment  (amortized  over 
its  useful  lifetime),  alterations  and  renovations,  other  expenses,  and 
indirect  co.sts  attributable  to  the  sequencing  project.     The  cost  per  base  pair 
is  this  total  expense  divided  by  the  number  of  base  pairs  determined. 

At  present,  an  additional  complication  in  cost  estimation  is  that 
technology  development  is  a  significant  element  in  all  NCHGR- supported 
sequencing  projects.     Since  new  DNA  sequence  is  actually  generated  during  the 
technology  development  work,  the  technology  development  component  in  these 
projects  is  very  difficult  to  separate  from  the  sequence  generation  component. 
Therefore,  current  cost  estimates  include  a  significant  fraction  of  technology 
development  expenses.     As  these  new  technologies  mature,  the  developmental 
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costs  will  decrease  and  the  project  costs  will  more  nearly  reflect  sequence 
production  costs. 

Having  established  these  definitions,  the  NCHGR  Is  now  working  closely 
with  on-going  efforts  to  estimate  current  costs  and  how  these  costs  change 
over  time.     From  the  limited  number  of  completed  estimates  so  far,  the  current 
cost  of  sequencing  in  a  laboratory  whose  major  focus  is  DNA  sequencing  mixed 
with  technology  development,  ranges  from  $2.50  to  $4.00  per  base  pair.     Such  a 
broad  range  in  our  estimate  is  due  to  the  differing  amounts  of  technology 
development  that  are  part  of  each  sequencing  effort.     The  NCHGR  has  also  been 
able  to  evaluate  a  limited  amount  of  cost  data  from  sequencing  projects 
completed  5  to  10  years  ago.     In  1981,  the  sequencing  of  the  DNA  of  a 
bacterial  virus  cost  about  $16.00  (in  1991  dollars)  per  finished  base  pair, 
while  in  1984,  sequencing  the  mitochondrial  DNA  from  the  toad  cost  over  $8.40 
per  finished  base  pair  (in  1991  dollars).  Thus,  although  costs  have  decreased 
4  to  6- fold  over  the  past  10  years,  we  need  at  least  another  5  to  8- fold 
decrease  in  the  next  5  years  to  reach  $0.50  per  base  pair. 

There  are  currently  several  biotechnology  companies  that  offer  DNA 
sequencing  as  a  commercial  seirvice.     They  charge  $2.50  to  $3.50  per  finished 
base  pair  for  sequencing  large  contiguous  DNA  segments.     Although  the  NCHGR 
has  not  been  able  to  analyze  these  costs  because  of  proprietary 
considerations,  it  is  assumed  that  the  prices  do  not  include  the  cost  of 
significant  amounts  of  technology  development.     Furthermore,  these  companies 
do  not  yet  have  enough  experience  with  sequencing  to  know  whether  these  prices 
will  cover  the  costs  in  the  long  run. 

COORDINATION  WITH  DEPARTMENT  OF  ENERGY 

-       Question.     I  understand  that  the  Department  of  Energy's  FY  1992  request 
for  its  portion  of  the  Human  Genome  Research  Project  is  approximately  $59.0 
million,  which  makes  the  total  Federal  effort  $169  million.     Could  you 
describe  DOE's  particular  research  emphasis  and  how  it  relates  to  NIH's 
research  agenda.     What  mechanics  are  in  place  to  make  sure  we  have  a 
coordinated  effort? 

Answer.     The  Department  of  Energy's  Human  Genome  Program  emphasizes 
several  areas:     development  of  new  methods  for  the  construction  of  physical 
maps  and  for  DNA  sequence  determination;  construction  of  physical  maps  of 
human  chromosomes;  development  of  computational  tools  for  acquiring,  storing, 
retrieving,  and  analyzing  map  and  sequence  data;  training  students  and  post- 
doctoral scientists;  and  consideration  of  the  ethical,  legal,  and  social 
issues  related  to  the  use  of  genomic  and  genetic  information,  with  a 
particular  emphasis  on  educational  opportunities. 

The  NIH  program  is  similarly  concerned  with  technology  development; 
physical  mapping;   improving  methods  for  and  reducing  the  cost  of  DNA 
sequencing;   informatics;  training;  and  the  questions  of  ethical,  legal,  and 
social  implications  with  emphasis  on  the  use  of  genetic  information  as  it 
relates  to  the  individual  and  to  standards  of  medical  practice.     The  missions 
of  the  two  agencies  in  these  areas  are  complementary;  there  is  a  high  degree 
of  interaction  and  coordination  between  us,  including  joint  meetings  of 
advisory  groups,  joint  working  groups  that  address  Issues  in  areas  of  common 
interest,  and  exchange  of  information  between  agency  staffs  on  a  frequent  and 
on- going  basis.     The  two  agencies  jointly  developed  a  research  plan  for  the 
first  5  years  of  the  genome  project,  published  in  1990. 

In  addition  to  the  areas  of  common  interest,   the  NCHGR  program  is 
distinguished  by  its  emphasis  on  several  additional  aspects  of  genome 
research.     Considerable  emphasis  is  given  to  the  production  of  a  high 
resolution  human  genetic  map.     Such  a  map  will  be  an  invaluable  resource  to 
scientists  and  physicians  investigating  the  genetic  basis  of  human  disease. 
The  NCHGR  program  also  Includes  the  analysis  of  the  genomes  of  a  number  of 
non-human  species.     Such  model  systems  have  repeatedly  proven  themselves  to  be 
invaluable  as  experimental  sources  for  information  that  can  be  used  to 
interpret  data  and  test  hypotheses  about  human  biology.    Model  organisms  are 
also  important  systems  for  the  development  and  testing  of  new  technology. 
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COORDINATION  WITH  THE  EFFORTS  OF  OTHER  NATIONS 

Question.     Dr.  Watson,  I  understand  that  Britain,  France,   Italy,  the 
Netherlands,  Japan,  as  well  as  the  European  Community  all  have  human  genome 
efforts  underway.     While  the  figures  are  soft,  I  understand  that  perhaps 
another  $60  million  of  genome  research  is  underway  worldwide.     What  mechanisms 
are  in  place  to  help  coordinate  this  worldwide  effort? 

Answer.     Because  information  about  the  human  genome  will  be  applicable  to 
the  entire  human  race,  countries  around  the  world  have  shown  great  interest  in 
participating  in  the  Human  Genome  Project.     The  Importance,  complexity  and 
cost  of  the  effort  to  map  and  sequence  the  human  genome  make  international 
collaboration  and  coordination  desirable.     Human  genome  programs  have  been 
initiated  in  Japan,   the  United  Kingdom,  Italy,  France,  the  Soviet  Union  and  by 
the  Commission  of  the  European  Community.     Plans  for  dedicated  genome  research 
efforts  are  also  being  discussed  in  Sweden,  Canada,  Australia,  and  the 
People's  Republic  of  China. 

Staff  from  the  National  Center  for  Human  Genome  Research  (NCHGR)  meet 
frequently  with  representatives  of  these  programs  to  exchange  information  and 
collaborate  on  new  scientific  initiatives.     NCHGR  staff  attend  a  variety  of 
international  conferences,  seminars  and  meetings  to  present  information  about 
genome  research  advances.  Specifically: 

(1)  international  workshops  have  been  very  effective  in  bringing  together 
researchers  from  different  countries  to  share  information.     These  workshops 
also  serve  as  a  format  to  compare  data  and  resolve  ambiguities,   to  evaluate 
new  technologies,   to  share  resources,  and  to  discuss  gaps  in  research 
knowledge.     The  human  chromosome -specific  workshops  are  a  model  of 
collaboration  and  coordination.     The  NCHGR  initiated  these  workshops  and  they 
are  managed  primarily  by  NCHGR  staff.     Workshops  are  held  in  the  U.S.  and 
other  countries  and  are  supported  jointly  by  the  participating  countries; 

(2)  most  funding  agencies  sponsor  grantees'  meetings  in  which 
investigators  have  an  opportunity  to  discuss  their  research  findings. 
Representatives  from  funding  agencies  in  the  U.S.  and  other  countries  are 
routinely  invited  to  attend  each  others'  meetings; 

(3)  the  Genome  Bulletin  Board,  a  form  of  electronic  communication,  and  the 
bimonthly  newsletter,  Human  Genome  News,  also  facilitate  interactions  between 
scientists  in  the  U.S.  and  other  countries  by  disseminating  information  about 
new  initiatives,  research  findings  and  meetings  in  a  timely  manner; 

(4)  public  databases  for  collecting  and  disseminating  information  on  the 
human  and  mouse  genomes  are  another  form  of  international  coordination; 
contributors  to  the  database  include  primarily  investigators  from  the  U.S., 
the  U.K. ,   the  European  Community,  and  Japan.     The  database  for  the  human 
genome  is  currently  being  restructured  and  is  expected  to  be  supported  jointly 
by  the  U.S.  and  other  countries; 

(5)  the  Human  Genome  Organization  (HUGO)  is  an  international  organization 
of  scientists  with  the  mission  of  assisting  in  the  international  coordination 
of  research  and  training  efforts  in  support  of  the  Human  Genome  Initiative. 
It  is  currently  headquartered  in  the  U.K.,  with  regional  offices  in  the  U.S. 
and  Japan.     HUGO  is  in  the  process  of  developing  its  infrastructure  and 
acquiring  the  financial  resources  to  carry  out  its  mission.     However,  even 
when  HUGO  is  fully  operational,   informal  collaborations  among  scientists  and 
funding  organizations  will  continue  and  will  represent  a  strength  in 
facilitating  research  progress. 

You  are  absolutely  correct  in  stating  that  dollar  estimates  for 
international  genome  efforts  are  "soft."     These  science  budgets,   like  our  own, 
continue  to  change  due  to  political  decisions,   internal  scientific  decisions, 
and  fluctuations  in  international  exchange  rates.     Each  of  the  international 
genome  programs  have  a  different  definition  of  "genome  research"  and  salary 
costs  are  generally  not  included  in  international  budgets.    All  of  these 
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factors  complicate  an  easy  comparison  of  international  funding.     We  estimate 
that  in  fiscal  years  1990  and  1991,  other  countries  will  have  invested  at 
least  $30  and  $60  million  respectively  in  genome  research. 

ETHICAL,  LEGAL  AND  SOCIAL  ISSUES 

Question.     As  genetic  research  has  advanced,  there  have  been  many 
questions  raised  about  the  appropriateness  of  genetic  testing  and  the  impact 
of  such  information  in  areas  such  as  insurance  coverage  and  employee 
discrimination.     Last  year,  the  Committee  requested  the  Center  to  expand  its 
efforts  to  address  special  concerns  about  the  ethical  and  social  issues  of 
genome  research.     Could  you  briefly  describe  the  NIH-DOE  joint  plan  in  this 
area  and  how  the  recommendations  will  be  implemented? 

Answer.     One  of  the  goals  of  the  NCHGR  is  to  anticipate  and  address  the 
ethical,   legal  and  social  implications  of  the  Human  Genome  Project  through  a 
program  of  public  and  professional  education,  research,  and  policy 
development.     Three  sets  of  professional  and  public  policy  issues  have  been 
identified  as  top  priority  for  the  program:     (1)  protecting  the  privacy  of 
genetic  information,   including  questions  of  clinical  confidentiality  and 
research  data  management;   (2)  insuring  the  responsible  integration  of  new 
genetic  tests  into  clinical  medical  practice,  including  questions  of  quality 
control  and  professional  standards;   (3)  promoting  fairness  in  the  use  of 
genetic  Information,  including  questions  of  insurance  and  employment 
screening. 

In  FY  1990,   the  NCHGR  provided  $1.6  million  in  support  of  16  projects 
pursuing  research,  policy  development  and  education  on  these  issues.  These 
include  a  major  National  Academy  of  Science/Institute  of  Medicine  study  of  the 
policy  issues  raised  by  the  clinical  introduction  of  new  genetic  tests, 
studies  of  genetic  privacy  and  discrimination,  major  conferences  on  the 
applicability  of  current  law  and  regulations  to  employment  and  insurance 
issues,  and  public  education  initiatives  on  these  issues  through  public 
television.     In  FY  1991,  the  Center  expects  to  provide  approximately  4  percent 
in  support  of  projects  in  this  area,  rising  to  5  percent  in  FY  1992. 

The  investigators  leading  these  projects  will  produce  their  own  reports 
and  recommendations  concerning  the  specific  issues  they  are  exploring. 
Meanwhile,   in  order  to  coordinate  the  work  and  catalyze  results,   the  NCHGR 
will  bring  the  investigators  concerned  with  high  priority  issues  together  on  a 
regular  basis  to  assess  progress  and  ascertain  areas  of  consensus.  The 
reports  of  these  meetings  will  be  analyzed  by  the  NIH-DOE  Ethical,  Legal,  and 
Social  Implications  (ELSI)  Working  Group,  and  recommendations  for  policy 
development  by  government  agencies,  legislators,  professional  groups  or 
industries  will  be  formulated  and  communicated  directly  to  the  relevant 
audience . 

The  first  meeting  of  the  ELSI  Working  Group,  on  September  10-11,  1990, 
addressed  the  clinical  introduction  of  new  genetic  tests,  and  produced  a 
recommendation  for  pilot  studies  to  develop  professional  standards  for  the 
delivery  of  genetic  tests  for  cystic  fibrosis.     This  recommendation  has  since 
been  adopted  by  the  Director  of  NIH,  and  a  plan  for  such  studies  is  being 
developed.     Subsequent  workshops  are  focusing  on  regulatory  and  legal 
approaches  to  protecting  access  to  and  use  of  genetic  information. 

Sound  public  policy  on  these  issues  cannot  be  developed  without  the 
underlying  knowledge  base  created  by  genome  research.     Without  the  insights  of 
genome  scientists  into  the  real  potential  of  emerging  genetic  technologies, 
our  ability  to  accurately  anticipate  and  develop  policy  on  these  issues  would 
be  seriously  curtailed.  The  best  way  to  approach  these  problems  in  a 
systematic  and  timely  fashion  is  to  combine  the  scientific  research  and  social 
policy  initiatives,  so  that  each  helps  Inform  the  other  as  they  advance. 

TIMING  OF  PROJECT 

Question.     Last  year  you  indicated  that  we  should  start  counting  the 
fifteen  years  projected  for  the  overall  project.     As  you  are  well  aware,  the 
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conference  funding  level  for  your  Center  was  under  your  request  last  year. 
Are  we  still  on  schedule  for  completing  the  project  in  fifteen  years? 

Answer.    As  you  noted,  the  15 -year  clock  began  ticking  on  October  1,  1990, 
at  the  start  of  FY  1991.    As  we  are  only  6  months  into  the  first  year,  it  is 
really  very  early  for  me  to  give  a  firm  answer  to  your  question.     The  goals 
that  we  have  set  for  ourselves  are  very  challenging  ones.     To  meet  them,  we 
will  have  to  improve  our  capabilities  for  producing  genomic  maps  and 
generating  DNA  sequence  many- fold  compared  to  what  we  can  do  today.     I  believe 
that  we  can  do  this,  and  I  look  at  the  improvements  that  have  occurred  just 
within  the  past  few  years,  from  before  the  genome  program  was  even  organized 
and  during  its  very  earliest  phase,  to  justify  my  confidence.     I  think  that 
with  the  level  of  funding  that  we  have  currently,  and  with  the  projected 
increases  that  we  hope  will  be  appropriated  over  the  next  2  to  3  years,  the 
likelihood  is  high  that  the  necessary  technological  improvements  will  be 
developed  and  utilized  within  the  predicted  15-year  timeframe. 

ETHICAL,  LEGAL  AND  SOCIAL  IMPLICATIONS  PROGRAM 

Question.     Dr.  Watson,  you  have  told  us  that  you  plan  to  devote  3  percent 
of  the  funding  of  the  National  Center  for  Human  Genome  Research  to  study  the 
ethical,  legal  and  social  issues  arising  out  of  the  uses  of  genetic 
information.     What  are  the  major  issues  in  this  area?    What  progress  have  you 
made? 

Answer.     Three  major  sets  of  questions  have  been  identified  by  the  Program 
on  the  Ethical,  Legal  and  Social  Implications  of  Human  Genome  Research  as 
particularly  important  to  pursue  as  the  genome  initiative  proceeds . 

First,   issues  involved  in  the  integration  of  new  genetic  tests  into  health 
care.     Human  genome  research  is  expected  to  greatly  increase  the  number  of 
gene -based  diagnostic  and  prognostic  tests  available  to  health  professionals. 
The  social  policy  problems  involved  In  Integrating  those  tests  effectively 
into  medical  practice  include  developing  standards  for  a  number  of  components 
of  genetic  health  care.     These  include  standards  for:     (1)  insuring  the 
accuracy  and  quality  control  of  genetic  tests;   (2)  defining  the  indications 
for  testing  and  the  design  of  testing  protocols;   (3)  establishing  the 
professional  responsibilities  of  clinicians  who  perform  tests;   (4)  protecting 
the  confidentiality  of  information  obtained  from  testing;   (5)  controlling 
access  to  and  use  of  test  results  by  third  parties  like  health  insurers;  and 
(6)  providing  reimbursement  for  testing  and  test-related  counseling.     To  help 
develop  these  standards,  the  NCHGR  has  commissioned  a  2-year  study  by  the 
National  Academy  of  Sciences/Institute  of  Medicine,  designed  to  assess  and 
propose  professional  guidelines  for  the  clinical  introduction  of  new  genetic 
tests. 

The  current  focus  of  much  of  the  discussion  of  these  issues  is  a  test  for 
the  DNA  mutations  involved  in  cystic  fibrosis  (CF) ,  which  now  makes  widespread 
testing  for  CF  carrier  status  conceivable.     The  professional  practices  and 
policies  developed  with  respect  to  CF  carrier  testing  are  expected,  to 
establish  important  precedents  for  the  development  of  subsequent  tests,  like 
the  genetic  predictors  of  breast  and  colon  cancer  risk  now  on  the  horizon.     As  ' 
a  result,  the  Center  is  developing  an  initiative  to  evaluate  and  establish 
sound  policies  before  the  test  for  CF  carrier  status  becomes  diffused  into 
practice . 

Second,  issues  involved  in  educating  and  counseling  individuals  about 
genetic  test  results.     The  primary  risk  that  the  diffusion  of  genetic  tests 
poses  is  the  misinterpretation  of  their  findings  and  the  resulting  potential 
for  psychological  trauma,  stigmatization  and  discrimination  against  those 
availing  themselves  of  the  tests.     This  risk  broadens  as  the  genetic  elements 
of  more  health  problems  are  uncovered  and  gene -based  tests  for 
susceptibilities  and  carrier  states  are  developed. 

To  protect  against  these  risks,  NCHGR  is  soliciting  and  supporting 
projects  aimed  at  improving  professional  and  public  understanding  of  these 
tests  and  their  implications.     For  example,  the  NCHGR  is  already  supporting  a 
10 -part  television  series,  "The  Future  of  Medicine,"  which  will  explore  the 
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clinical  impact  of  genome  research  for  a  public  audience.  In  addition,  the 
NCHGR  will  be  involved  in  over  15  open  meetings,   in  11  states  and  the 
District,  devoted  to  the  public  discussion  of  the  social  implications  of 
genome  research  during  the  1990-91  academic  season.  Other  projects  involve 
studies  of  genetic  risk  perceptions,  stigmatization  and  discrimination.  The 
conclusions  of  these  studies,  and  the  continuing  involvement  of  those  at  risk 
for  genetic  stigmatization  in  the  program's  projects,  will  help  inform  the 
professional  deliberations  of  the  medical  community,  and  help  give  substance 
to  educational  projects  seeking  to  improve  public  understanding. 

Third,  issues  of  access  to  and  use  of  genetic  test  results  by  third 
parties,  including  insurance  providers,  researchers  and  employers.     One  way  to 
combat  the  unfair  use  of  genetic  information  is  to  protect  its  privacy. 
Because  genetic  information  pertains  to  the  most  personal  aspects  of 
individual's  lives --their  health  problems  and  reproductive  plans --most  wish  to 
ensure  its  confidentiality.     But  genetic  Information  almost  always  has 
implications  for  other  people's  welfare  as  well:     spouses,  children  and 
extended  family  members.     The  interests  of  Insurers,  employers  and  biomedical 
researchers  can  also  be  affected.     As  a  result,   the  ethical  and  legal  bases 
(and  limits)  of  such  protections  are  still  unclear.     Thus,  the  program  is 
supporting  research  projects  addressing  the  legal  status  of  genetic 
information,   the  information- sharing  practices  of  biomedical  researchers,  and 
the  clinical  ethical  issues  involved  in  maintaining  confidentiality  within 
families . 

At  a  January  10-11,   1991  program  workshop  on  these  issues,  grantees  and 
consultants  identified  two  profitable  avenues  for  the  development  of  public 
protections  against  the  unfair  use  of  genetic  information.     First,  the 
recently  enacted  Americans  with  Disabilities  Act  has  the  potential  to  prevent 
the  abuse  of  genetic  information  in  the  context  of  employment.  The  language 
and  intent  of  the  Act  apparently  extends  its  protections  to  persons  at  risk 
for  genetic  disorders.     ELSI  researchers  are  currently  developing  specific 
recommendations  to  the  E.E.O.C.  about  how  best  to  make  these  protections 
against  genetic  discrimination  explicit  in  the  implementation  of  the  Act. 
Second,  the  Health  Insurance  Association  of  America,  which  is  in  the  process 
of  establishing  its  own  policies  with  respect  to  genetic  testing,  has  Invited 
the  NIH  to  work  with  them  in  developing  their  policy,  and  an  interdisciplinary 
Insurance  Task  Force  has  been  established  by  the  program  to  develop 
recommendations  for  industry  policy.     Meanwhile,  ELSI  researchers  are  also 
working  with  state  governments  towards  the  development  of  model  legislation  in 
this  area. 

In  summary,   these  activities  have  allowed  the  NCHGR  to  accomplish  four 
important  preliminary  goals:     (1)  inaugurating  open  discussions  of  ELSI  issues 
by  the  public,   the  scholarly  community,  and  policy  makers;   (2)  initiating  a 
program  of  research  on  priority  areas  of  concern;   (3)  facilitating  the 
development  of  professional  and  social  policy  key  issues;  and  (4)  fostering 
public  education  about  genome  research  and  its  implications. 

COST  OF  HUMAN  GENOME  RESEARCH  CENTERS 

Question.     Originally  you  projected  that  the  average  cost  of  the  human 
genome  research  centers  would  be  $4  million  per  year.    Your  current  estimate 
is  $2.9  million.     Why  has  this  estimate  changed? 

Answer.     As  you  know,  in  the  course  of  peer  review,  the  cost  of  the 
research  along  with  its  scientific  merit  is  critically  evaluated.     The  initial 
human  genome  research  center  grant  applications  we  received  requested  budgets 
averaging  $4  million.     As  a  result  of  very  stringent  peer  review,  the 
recommended  budgets  were  reduced  and  we  now  estimate  about  $2.9  million  per 
human  genome  research  center  in  FY  1991  dollars.     The  resulting  human  genome 
research  centers  are  of  outstanding  quality  and  operate  on  very  lean  budgets. 
It  should  be  understood,  however,  that  even  the  awarded  levels  are  only 
current  best  estimates  of  the  cost  of  large-scale  mapping,  since  mapping  on 
this  scale  has  not  been  attempted  before  now. 

I  would  also  like  to  anticipate  another  issue  related  to  the  cost  of  an 
average  human  genome  research  center.     We  expect  to  initiate  a  program  of 
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developmental  grants  (P20)  to  provide  support  for  institutions  where 
investigators  would  like  to  establish  a  human  genome  research  center  or 
program  project,  but  must  establish  a  track  record  in  genome  research,  develop 
interdisciplinary  collaborations,  or  generate  additional  preliminary  data 
and/or  resources  before  submitting  an  application.     These  grants  will  be 
limited  in  size  to  $750,000  total  cost  and  will  be  funded  according  to  NIH 
budget  protocol  through  the  center  budget  line.     Each  developmental  grant  will 
be  counted  as  an  entity  within  the  center  budget,  which  will  greatly  reduce 
the  average  cost  of  each  entity.     In  the  future  it  will  be  necessary  for  us  to 
differentiate  between  human  genome  research  centers  and  human  genome 
developmental  grants  for  purposes  of  discussing  average  cost  as  well  as 
overall  progress  of  the  center  program. 

MAPPING  CHROMOSOMES 

Question.     I  know  there  are  24  chromosomes  in  the  human  genome.     How  many 
of  these  chromosomes  have  you  started  to  map?    What  plans  do  you  have  for 
those  chromosomes  that  you  have  not  started  mapping? 

Answer.     In  terms  of  genetic  or  linkage  mapping,  the  NCHGR  has  started  to 
develop  "framework  linkage  maps"  for  all  of  the  human  chromosomes.  Framework 
linkage  maps,  which  are  composed  of  only  the  most  informative  markers,  are 
designed  to  be  an  important  first  step  towards  the  final  goal  of  "high 
resolution"  maps  and,  at  the  same  time,  to  be  an  early  product  of  the  Human 
Genome  Project  for  use  by  the  larger  scientific  community.     With  respect  to 
high  resolution  linkage  maps,   those  for  chromosomes  1,  4,  5,  7,  10,  16,  17, 
21,  22,  and  X,  are  currently  being  developed,  representing  about  half  the 
chromosomes . 

With  respect  to  physical  maps,  major  projects  designed  to  produce  maps  of 
the  entire  chromosome  have  been  initiated  in  the  NCHGR  Human  Genome  Program 
Centers  for  five  chromosomes        chromosomes  4,  7,  11,   17,  and  X.  Smaller 
scale  physical  mapping  projects  have  begun  for  seven  others        chromosomes  3, 
5,  9,  18,  21,  22,  and  Y.     If  successful,  many  of  these  latter  can  be  expected 
to  grow  and/or  stimulate  larger  projects  that  address  the  entire  chromosome. 
Together  with  the  three  chromosomes  (16,  19,  and  21)  being  tackled  at  the  DOE 
Genome  Centers,  we  have  already  begun  to  map  14  of  the  23  human  chromosomes. 

We  do  not  anticipate  problems  in  finding  research  groups  interested  in 
mapping  the  remaining  chromosomes.     We  have  grants  pending  award  or  have  had 
inquiries  and/or  applications  about  mapping  most  of  the  remaining  chromosomes. 
However,  to  further  stimulate  interest  and  to  attract  outstanding 
investigators  into  the  genome  field,  we  are  preparing  to  initiate  a  program  of 
developmental  grants  that  will  support  planning  and  feasibility  studies  toward 
the  development  of  the  interdisciplinary  research  programs  required  to  Improve 
mapping  technology  and  produce  the  high  quality  maps,  which  are  two  of  the  5- 
year  goals  of  the  Human  Genome  Project. 

MAJOR  ACCOMPLISHMENTS  OF  THE  NCHGR 

Question.     What  do  you  consider  to  be  your  major  accomplishments  in  the 
first  year  of  the  National  Center  for  Human  Genome  Research? 

Answer.     As  you  can  imagine,  there  has  been  an  enormous  amount  of  activity 
during  our  first  year  and  I  believe  we  have  accomplished  a  great  deal. 
Administratively,  we  have  successfully  organized  and  staffed  the  National 
Center  for  Human  Genome  Research.     I  am  particularly  pleased  that  we  have 
rapidly  and  successfully  initiated  two  NCHGR  programs  that  I  believe  are 
crucial  to  the  success  of  our  mission,   the  Human  Genome  Research  Centers 
program  and  the  Ethical,  Legal,  and  Social  Implications  (ELSI)  program.  We 
have  also  recruited  outstanding  individuals  to  serve  on  the  newly  chartered 
Genome  Research  Review  Committee  study  section  and  the  National  Advisory 
Council  for  Human  Genome  Research  that  will  be  responsible  for  the  review  of 
grant  applications  assigned  to  the  NCHGR. 

Scientifically,  the  most  important  developments  have  been  in  the  area  of 
physical  mapping.     The  5-year  physical  mapping  goal  is  to  "generate  sets  of 
overlapping  cloned  DNA  that  are  continuous  over  lengths  of  2  million  base 
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pairs  for  large  parts  of  the  human  genome."    The  magnitude  of  this  task  can  be 
Illustrated  by  noting  that,  just  a  few  years  ago,  the  largest  DNA  fragment 
that  could  be  cloned  was  about  40,000  base  pairs  long  and  theoretical 
calculations  showed  that  the  biggest  overlapping  sets  of  cloned  DNA's  of  that 
size  that  could  be  attained  was  under  200,000  base  pairs.     In  the  last  year, 
scientists  at  Washington  University  in  St.  Louis  have  unequivocally 
demonstrated  that,  using  newer  cloning  techniques,  DNA  fragments  several 
hundred  thousand  base  pairs  in  size  can  be  cloned  and  that  overlapping  sets 
that  span  more  than  2  million  base  pairs  can  be  achieved.     Thus,  we  now  know 
that  the  physical  mapping  goals  that  we  set  for  ourselves  are  attainable. 

Moreover,   this  work  demonstrates  some  of  the  benefits  that  the  improved 
technology  and  maps  will  offer.     One  of  the  genomic  regions  that  was  isolated 
in  an  overlapping  clone  set  was  that  containing  the  cystic  fibrosis  gene. 
This  work  was  done  by  a  single  investigator  in  6  months  for  less  than  $40,000. 
In  contrast,  the  efforts  of  at  least  ten  laboratories  over  the  course  of  8 
years  were  required  in  the  original  isolation  of  the  gene.  Furthermore,  using 
the  newer  technique,  the  gene  was  isolated  in  intact  form  and  it  was 
surrounded  by  20  times  its  length  of  normal  genetic  material. 

Other  notable  achievements  that  have  been  made  in  the  past  year  include 
the  development  of  an  alternative  system,  based  on  the  PI  bacteriophage,  for 
cloning  large  DNA  fragments  and  the  development  of  new,  useful  classes  of 
markers  that  will  speed  the  construction  and  usefulness  of  the  human  genetic 
linkage  map. 

HUMAN  GENOME  PROJECT  BENEFITS  SCIENCE 

Question.     Tell  me,  how  is  the  Human  Genome  Project  benefitting  science 
right  now?  Do  we  have  to  wait  for  the  project  to  be  completed  before  the 
information  is  available? 

Answer.     No,  we  certainly  do  not  have  to  wait  until  the  Human  Genome 
Project  is  completed  to  reap  its  benefits.     Significant  advances  are  already 
apparent.     There  has  already  been  a  marked  improvement  in  the  underlying 
technologies,  such  as  cloning  and  mapping  techniques.     For  example,  genome 
scientists  have  constructed  markedly  better  collections  of  cloned  DNA,  better 
in  the  sense  that  the  individual  members  of  the  collections  are  much  larger 
than  were  previously  available  and  the  collections  themselves  are  more 
complete.     From  the  improved  libraries,  a  number  of  clones  containing 
interesting  genes,   including  those  associated  with  diseases  such  as  cystic 
fibrosis,  hemophilia,  and  a  form  of  X- linked  mental  retardation  have  been 
isolated.     Technological  improvements  have  already  been  noted  in  the  area  of 
DNA  sequencing  as  well.  The  first  generation  of  automated  sequencing  machines 
has  been  brought  on  line  to  routine  use.     The  continued  development  of  better 
sequencing  machines,  as  well  as  the  adaptation  of  robots  to  take  over  much  of 
the  repetitive  preparative  work,   is  now  an  area  receiving  much  attention. 

In  terms  of  new  data,  a  key  characteristic  of  the  genome  project,  which 
distinguishes  it  from  many  other  identifiable  scientific  projects,,  is  its 
incremental  nature.     Every  time  a  new  marker  is  mapped,  the  maps  improve  and 
immediately  become  more  useful  to  the  general  scientific  community.  Improved 
genetic  maps  of  several  htiman  chromosomes  have  become  available  in  the  past 
year. 

Thus,   from  the  moment  the  first  designated  genome  funds  were  spent,  the 
project  began  returning  the  kinds  of  results  it  promised.     I  am  confident  that 
benefits  such  as  these  will  continue  to  appear  throughout  the  course  of  the 
project,  and  I  expect  they  will  do  so  at  an  increasing  pace. 

COST  OF  SEQUENCING 

Question.     I  understand  sequencing  of  DNA  is  still  very  expensive.  How 
much  does  it  currently  cost  and  what  are  you  doing  to  bring  the  cost  down? 

Answer.     The  rate  of  accumulation  of  DNA  sequences  in  GenBank,   the  DNA 
sequence  databank,  continues  to  increase  exponentially.     The  increase  is 
largely  due  to  the  improved  efficiency  and  reliability  of  the  commercial 
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automated  sequencers  and,  as  a  result,  the  greater  number  of  scientists  who 
are  producing  sequence  data.     There  is  promising  technology  supported  by  NCHGR 
that  I  expect  will  improve  the  rate  and  decrease  the  cost  of  sequencing  by 
commercially  available  machines  in  the  next  5  years.     Using  capillary  gel 
electrophoresis,  NCHGR- supported    scientists  have  been  able  to  increase  the 
number  of  base  pairs  that  can  be  determined  in  a  given  time  by  a  factor  of 
about  10  compared  to  current    methods.     The  use  of  mass  spectroscopy  to  detect 
DNA  fragments  during  sequencing  is  also  being  developed.     The  advantage  to 
such  a  scheme  is  that  smaller  amounts  of  DNA  can  be  sequenced. 

Recently,  the  sequences  of  several  very  large  (45  to  100  kilobases  in 
length)  segments  of  DNA  were  submitted  to  the  databanks  by  NCHGR- supported 
investigators.     VThile  these  are  not  the  first  sequences  of  this  size,  the 
numbers  of  sequences  of  this  size  are  clearly  increasing,   indicating  that 
large  scale  sequencing  is  improving. 

The  current  cost  of  sequencing  ranges  between  $2  and  $5  per  base  pair, 
depending  on  the  laboratory.     It  is  difficult  at  present  to  predict  whether 
the  program  will  attain  the  5 -year  goal  of  reducing  the  cost  of  sequencing  to 
$0.50  per  base  pair.     We  are  using  a  two- faceted  strategy  to  approach  this 
problem.     We  are  supporting  completely  new  technologies,  which  will 
dramatically  improve  efficiency  and  reduce  costs,  but  may  take  5  to  10  years 
before  becoming  available  commercially.     In  addition,  we  support  several  pilot 
sequencing  projects  that  have  the  goal  to  sequence  one  million  base  pairs  of 
finished  sequence  in  the  next  3  years  by  scaling  up  and  making  incremental 
improvements  in  current  methods.     These  projects  are  sequencing  the  genomes  of 
important  model  organisms,  the  roundworm  (C.  elegans)  and  two  bacteria  (E. 
coli  and  Mycoplasma  capricolum)  or  biologically  Important  regions  of  the  human 
genome  (the  T-cell  receptor  region).     We  expect  that  using  these  approaches  we 
will  be  able  to  significantly  reduce  the  costs  over  the  next  5  years, 

CONTRIBUTIONS  OF  THE  HUMAN  GENOME  RESEARCH  CENTERS 

Question,  The  FY  1992  budget  requests  funds  for  11  human  genome  research 
centers.     How  will  these  centers  contribute  to  the  Human  Genome  Project? 

Answer,     The  human  genome  research  centers  are  essential  to  the  goals  of 
the  Human  Genome  Project,  because  they  represent  the  interdisciplinary  groups 
that  are  needed  to  achieve  major  objectives  such  as  the  mapping  of  a  complete 
human  chromosome.     These  human  genome  research  centers  will  each  have  an 
outreach  component  through  which  collaboration  will  be  established  with  other 
projects  and  information  and  materials  made  available  to  the  community  as  a 
whole , 

The  two  overall  goals  of  the  human  genome  research  centers  funded  so  far 
are  mapping  and  technology  development.     Three  human  genome  research  centers 
(Washington  University,  University  of  California  at  San  Francisco,  Baylor 
College  of  Medicine)  have  chosen  the  development  of  a  physical  and  genetic  map 
of  one  or  more  human  chromosomes  as  their  goal.     The  center  at  the 
Massachusetts  Institute  of  Technology  will  develop  the  physical  and  genetic 
map  of  the  mouse.     The  other  two  human  genome  research  centers  (University  of 
Michigan  and  University  of  Utah)  have  chosen  mapping,   sequencing,  and  gene 
identification  technology  development  as  their  goals.     All  of  the  human  genome 
research  centers,  however,   include  significant  efforts  in  various  aspects  of 
technology  development.     Additional  human  genome  research  centers  that  will  be 
funded  will  have  similar  goals  of  mapping  and  technology  development, 

DATA  SHARING 

Question,     What  are  your  plans  for  sharing  genome  data  with  the  rest  of 
the  scientific  community? 

Answer,     This  is  a  very  important  question  because  the  raison  d'etre  of 
the  Human  Genome  Project  is  the  generation  of  an  extraordinarily  valuable  set 
of  tools  for  use  by  the  entire  biomedical  research  community.  Furthermore, 
because  mapping  and  sequence  data  will  be  generated  by  the  genome  project 
incrementally  and  each  new  data  Item  will  be  useful  as  soon  as  it  is  produced, 
it  is  vital  that  we  develop  means  for  distributing  the  data  rapidly  and 
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widely.     Thus,   in  addition  to  the  traditional  route  of  publication,  we  are 
employing  a  number  of  other  devices  to  facilitate  sharing  of  genome  data  with 
the  scientific  community.     We  will  be  supporting  public  databases  where  all 
the  information  will  be  collected  and  made  easily  accessible  to  all  who  want 
it. 

In  addition,  in  many  of  our  grants,  especially  In  all  human  genome 
research  center  grants,  we  are  supporting  "outreach"  activities,  in  addition 
to  providing  research  support.     Outreach  activities  include  distribution  of 
materials  to  all  investigators  who  request  them,  collaboration  with  outside 
investigators,   training  opportunities,  and  opportunities  for  visiting 
investigators  to  use  the  most  up-to-date  equipment  and  technology  on  site.  In 
addition,  we  are  encouraging  applicants  for  NCHGR  support  to  develop  new  and 
innovative  means  for  making  data  and  materials  widely  available  prior  to 
publication.     The  adequacy  of  investigators'  distribution  plans  is,  in  many 
cases,  taken  into  account  as  a  criterion  for  award  of  a  grant. 


National  Library  of  Medicine 

STATEMENT  OF  DR.  DONALD  UNDBERG,  DIRECTOR 

BUDGET  REQUEST 

Senator  Harkin.  Dr.  Lindberg,  I  hate  to  ask  you  to  stay.  Well, 
let's  see.  I  have  8  minutes  left. 

Dr.  Lindberg,  your  request  is  $100.5  million,  10  percent  more 
than  last  year.  Could  you  just  give  us  a  brief  summary?  I  would 
hate  to  have  you  sit  here  for  another  15  minutes  while  I  go  vote. 
J     Dr.  Lindberg.  I  would  be  happy  to  be  brief.  I  am  very  pleased 
I  to  be  here,  Senator  Harkin. 

tj     The  National  Library  of  Medicine's  task  is  to  acquire,  organize, 
^  and  disseminate  the  information  that  results  from  the  discoveries 
and  the  funding  of  the  rest  of  NIH  and  the  biomedical  commimity. 

Our  work  has  gone  very  well  in  the  last  vear.  Compared  with 
previous  years,  there  were  more  papers  published  and  indexed, 
more  books  published  and  cataloged,  and  more  onHne  computer  in- 
quiries. There  are  now  5  million  such  inquiries  a  year. 

OUTREACH 

In  addition,  there  are  certain  initiatives  that  this  committee  and 
the  House  have  encouraged  that  I  should  report  to  you.  In  1988, 
this  committee  gave  us  specific  language  that  said  I  should  pub- 
licize the  products  and  services  of  the  National  Librarv  of  Medicine. 
That  has  been  tremendously  helpful  to  us.  That,  combined  with  an 
outreach  study  bv  Dr.  Michael  DeBakey  and  20  colleagues,  has  set 
us  on  a  course  of  putting  to  excellent  use  the  additional  funds  that 
the  Congress  has  provided  specifically  for  outreach.  There  are  now 
about  50  programs  in  38  States.  So,  we  are  trying  our  level  best 
;i  to  make  sure  all  of  those  products  and  services  become  available 
to  every  health  care  professional  in  the  United  States. 

NATIONAL  CENTER  FOR  BIOTECHNOLOGY  INFORMATION 

I      Even  though  time  is  short,  I  should  report  to  you  about  the  Na- 
li  tional  Center  for  Biotechnology  Information  [NCBI],  also  created  by 
'   congressional  action.  Among  other  things,  the  NCBI  has  the  re- 
:   sponsibility  to  be  sure  that  the  sequencmg  and  mapping  informa- 
tion that  results  from  the  human  genome  program  is  available  as 
quickly  and  as  efficaciously  as  possible  to  the  investigators  who 
I  participate  in  the  program  and  to  those  health  care  practitioners 
i   who  will  ultimately  use  and  benefit  from  it.  All  that  has  been  going 
i   extremely  well.  There  are  now  28  remarkably  talented  young  pro- 
i   fessionals  in  the  center  doing  this  work  vmder  Dr.  Davia  Lipman's 
direction. 

In  terms  of  breakthroughs,  I  think  it  is  interesting  that  in  the 
course  of  the  last  year,  the  NCBI  staff  have  been  able  to  move  from 
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use  of  the  Cray  supercomputers  at  Frederick,  which  happily  the 
National  Cancer  Institute  let  us  use,  to  do  the  same  extensive  cal- 
culations on  smaller  machines,  silicon  graphics  microparallel  proc- 
essors. The  net  result  is  that  in  the  NCBI  laboratory,  they  can  take 
any  sequence  and  compare  it  against  the  entire  40  million  se- 
quences that  are  held  in  the  data  hank  and  get  an  answer  in  5  sec- 
onds. Even  better,  they  can  offer  to  any  collaborator  across  the 
country  who  is  attached  to  the  Internet  this  same  service — log-in, 
printout,  and  so  forth  in  15  seconds. 

HIGH  PERFORMANCE  COMPUTING  AND  COMMUNICATIONS 

Now,  that  brings  me  to  the  last  point,  Mr.  Chairman.  Probably 
the  most  exciting  thing  that  has  happened  for  us  in  the  last  year 
has  been  our  participation  last  summer  in  the  Office  of  Science  and 
Technology  Policy's  White  House  program  on  High  Performance 
Computing  and  Communications.  That  is  one  of  the  Presidential 
initiatives.  Accompanying  the  President's  budget  is  this  publication 
that  describes  the  program.  I  will  leave  you  one. 

This  is  a  maior  effort,  $150  million  of  new  money  this  year  on 
top  of  $680  million  a  year  already  being  spent  by  the  four  major 
science  agencies:  DARPA  in  the  Department  of  Defense,  Depart- 
ment of  Energy,  NASA,  and  NSF.  During  this  last  year  we  have 
joined  that  effort,  I  am  proud  to  say.  In  fact,  NLM  is  the  only  bio- 
medical component.  So,  in  a  sense  we  are  representing  as  strongly 
as  we  can,  a  token  for  NIH,  a  token  for  HHS,  and  a  kind  of  a  pale 
representation  of  what  should  be  the  entire  biomedical  enterprise. 

But  at  least  we  are  participating  and  trying  to  develop  bio- 
medical applications  and  uses  for  these  new  systems.  Dr.  Bromley, 
head  of  the  Office  of  Science  and  Technology  Policy,  and  Eric  Blocfe, 
the  former  head  of  NSF,  have  said  that  we  must  plan  for  commu- 
nity benefits  from  computers  that  have  not  been  invented  yet  using 
networks  that  have  not  been  developed.  But,  of  course,  there  are 
prototypes  in  both  cases  that  are  very  much  better  than  anything 
most  investigators  have.  It  is  our  task  to  be  sure  that  the  bio- 
medical institutions  get  ready  to  use  the  new  capabilities  and  use 
them  wisely. 

PREPARED  STATEMENT 

The  High  Performance  Computing  and  Communications  ini- 
tiative will  also  work  effectively  with  the  human  genome  project. 
The  rapid  analyses  that  I  described  as  possible  today  will  have  to 
be  1,000  times  faster  in  the  future,  as  Dr.  Watson  pointed  out.  We 
are  not  really  behind  now  in  analytic  capability,  but  we  know  we 
have  to  do  1,000  times  better  in  the  future  or  the  whole  system 
won't  work. 

I  do  appreciate  the  past  support  of  the  Congress  for  NLM.  This 
year's  President's  budget  is  $100,554,000,  as  you  mentioned. 

I  would  be  pleased  to  respond  to  questions  if  your  time  permits. 
[The  statement  follows:] 
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STATEMENT  OF  DR.  DONALD  LINDBERG 

Mr.  Chairman  and  members  of  the  Committee:     I  welcome  the  opportunity  to 
tell  you  about  the  National  Library  of  Medicine  (NLM)  and  its  increasing 
ability  to  provide  American  health  professionals  with  the  sophisticated 
Information  services  they  needed  to  treat  patients  and  carry  out  biomedical 
research. 

This  year  the  NLM  celebrates  the  twentieth  anniversary  of  its  online 
database,  MEDLINE.     In  1971,  the  Library  made  available  for  searching  some 
300,000  references;  two  dozen  major  medical  libraries  made  up  the  network  at 
that  time.     Today,  20  years  later,  more  than  13  million  records  are  offered  to 
a  still -growing  network  of  health  professionals.    We  hear  frequently  from 
physicians,  scientists,  and  others  about  how  MEDLINE  can  provide  information 
vital  to  treating  patients  and  conducting  research.  ~ 
Current  Activities  '  .    '~  j-"*?- 

During  1991  the  Library  will  add  its  50,000th  user  code  to  the  NLM  online 
retrieval  network.    The  growth  of  the  network,  as  measured  by  the  number  of 
health  professionals  who  have  access  to  it,  continues  at  a  rate  of  about  50 
percent  a  year.     The  increase  is  fueled  by  the  continuing  popularity  of 
Grateful  Med,  NLM's  software  that  allows  users  of  personal  computers  to  have 
rapid  and  easy  access  to  MEDLINE  and  to  NLM's  other  major  databases.  More 
than  30,000  copies  of  the  software  have  been  distributed. 

Even  these  figures  belie  the  extent  of  MEDLINE  use  within  the  American 
health  community.     Virtually  all  major  and  many  smaller  health-related 
organizations  have  access  to  NLM's  databases,  frequently  through  their 
institutional  library.     One  "user  code,"  then,  can  provide  MEDLINE  access  to 
many  health  professionals.     Other  routes  of  access  are  the  large  commercial 
database  vendors  who  lease  MEDLINE  from  the  NLM,  and  the  rapidly  growing 
number  of  people  around  the  world  who  depend  on  commercial  MEDLINE/CD-ROM 
products  for  searching  NLM's  database.     Not  counting  MEDLINE  access  via 
commercial  products,  there  were  almost  4.8  million  searches  over  the  Library's 
online  network  centered  on  its  computers  in  Bethesda,  Maryland.     This  same 
network  is  now  being  used  for  the  first  time  to  disseminate  NIH  "clinical 
alerts"  so  that  health  professionals  can  be  notified  of  life-saving 
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information  well  before  formal  publication  in  a  journal.     The  NLM  Issued  its 
first  "clinical  alert"  on  pediatric  AIDS  on  January  18,  1991. 

In  response  to  recommendations  from  the  Congress.  NLM  began  a  wide 
variety  of  outreach  activities  in  FY  1990.     The  focus  of  these  activities  has 
been  on  improving  access  by  individual  health  professionals  to  NLM's 
information  products  and  services,  especially  by  persons  presently 
unaffiliated  with  an  institution  and/or  who  are  located  in  rural  or  other 
medically  underserved  settings.    Many  of  the  latter  locations  are  comprised  of 
predominantly  minority  populations. 

Through  special  enhancements  to  the  existing  Regional  Medical  Library 
(RML)  contracts,  NLM  has  funded  demonstration  projects  in  12  states  to  test 
various  means  of  increasing  awareness  of  and  access  to  NLM's  information 
services  by  health  professionals  located  in  underserved  areas.     Some  of  the 
projects  are  being  carried  out  directly  by  the  RML;  others  Involve  the  RML 
subcontracting  with  another  network  library.    The  3,000-member  Regional 
Medical  Library  Network  itself  is  undergoing  important  changes  in  FY  1991. 
The  seven  RML  contracts  are  being  renegotiated  with  a  new  emphasis  on  outreach 
activities,  and  an  eighth  Regional  Medical  Library  is  being  created  for  the 
New  England  area. 

Another  recently  developed  outreach- related  program  provides  for  small 
competitive  contracts  awarded  directly  by  NLM  to  network  libraries  for  the 
purpose  of  introducing  online  searching  via  Grateful  Med  to  health 
professionals  in  rural  and  inner-city  areas.    Thirty  such  contracts  were 
awarded  in  FY  1990  to  network  libraries  from  Hawaii  to  Maine. 

NLM's  Extramural  Programs  are  also  being  oriented  toward  outreach.  Two 
new  grant  categories- -Information  Access  and  Information  Systems- -foster 
access  to  information  resources  and  services  utilizing  today's  computer  and 
communications  technologies .     Among  some  recently  awarded  Information  Access 
Grants  aimed  at  small -and  medixam-size  hospitals  are  several  in  Appalachia  to 
introduce  Grateful  Med  to  health  professionals  there.    An  Information  Systems 
Grant  which  is  directed  towards  larger  hospitals  and  medical  centers,  was 
awarded  to  the  University  of  Miami's  medical  center  library  to  assist  in 
developing  an  AIDS  information  service  for  health  professionals  In  Southeast 
Florida.    Both  grant  types  have  significant  outreach  potential. 
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These,  as  well  as  other  innovative  outreach  activities  have  been 
continued  in  FY  1991.     The  FY  1992  request  includes  increased  resources  for 
outreach. 

Other  continuing  grant- supported  activities  are  the  Integrated  Academic 
Information  Management  Systems  (lAIMS)  Program  that  assists  health 
institutions  to  plan  and  develop  computer  and  communication  networks,  and 
post-graduate  training  programs  in  medical  informatics  at  leading 
institutions.     Although  not  supported  by  grants,  in  FY  1991  NLM  is  initiating 
a  new  training  program.     The  Undergraduate  Research  Study  Program  provides 
2-year  scholarships  and  research  assignments  in  bioengineerlng  for  sophomore 
engineering  and  computer-science  students  at  historically  black  colleges  and 
universities.     Participating  students  will  complete  two  summer  internships  at 
the  Lister  Hill  National  Center  for  Biomedical  Communications  and  two  academic 
year  assignments  under  the  guidance  of  their  academic  instructors.     The  .i^.- 
purpose  of  this  program  is  to  stimulate  undergraduate  medical  informatics  .  ^ 
research  programs  and  to  encourage  graduate  education. 

New  and  Prototype  Systems 

m  ■ 

Enhancements  to  existing  products  and  services  are  also  proceeding. 
"Loansome  Doc,"  a  link  between  the  Grateful  Med  user  and  a  network  library, 
has  been  tested  in  four  western  states  and  will  become  available  to  Grateful 
Med  users  in  mid- 1991.     Using  Loansome  Doc,  the  health  professional  will  be 
able  to  order  electronically,  documents  identified  in  an  online  search  from  a 
designated  Network  library.     This  system  in  conjunction  with  a  telefacsimile 
machine  will  greatly  speed  up  the  health  professional's  access  to  journal 
articles;   the  time  will  be  measured  in  minutes  rather  than  days  and  the  system 
should  also  be  especially  helpful  to  rural  and  other  isolated  health 
professionals  who  do  not  currently  have  access  to  a  medical  library. 

When  the  new  Agency  for  Health  Care  Policy  and  Research  (AHCPR)  was 
created  in  1989,  the  Congress  directed  it  to  collaborate  with  the  National 
Library  of  Medicine  to  improve  information  systems  in  the  field  of  health 
services  research,  encompassing  health  technology  assessment  and  the 
development  of  practice  guidelines.     With  funds  transferred  from  AHCPR,  the 
Library  has  created  a  new  Office  of  Health  Services  Research  Information.  The 
Library  already  provides  substantial  coverage  of  health  services  research  in 
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Its  Medical  Subject  Headings  (MeSH)  vocabulary,  Its  collections  of  literature, 
and  Its  Indexing  and  cataloging  of  databases.     Access  to  the  health  services 
research  information  now  available  at  the  Library  Is  also  provided  via  NLM's 
online  and  other  services.     In  response  to  the  legislation  that  created  the 
AHCPR,  over  the  next  few  years  the  NLM  will  review  and  enhance  as  necessary 
these  products  and  services.  - 

NLM's  recently  established  National  Center  for  Biotechnology  Information 
(NCBI)  has  had  great  success  recruiting  American  and  foreign  scientists  of 
international  standing  to  work  at  NLM.     In  the  last  year,  NCBI  scientists  have 
developed  a  new  fast  algorithm  for  sequence  similarity  searches  of  protein  and 
nucleic  acid  databases.     One  outcome  of  this  development  was  the 
Identification  by  an  NCBI  scientist,  in  collaboration  with  a  group  of 
researchers  at  the  Howard  Hughes  Medical  Institute  at  the  University  of 
Michigan,  of  the  gene  causing  von  Recklinghausen's  neurofibromatosis  (or 
"Elephant  Man's"  Disease).     This  is  a  major  breakthrough  in  understanding  this 
bewildering  disorder  that  affects  about  one  in  3,000  people.     The  NCBI  is  also 
creating  a  new  biosequence  database,  the  Genlnfo  Backbone,  that  includes 
MEDLINE  records  which  contain  sequence  data,   Integrates  DNA  and  amino  acid 
sequence  information,  and  maximizes  the  use  of  standard  nomenclature  and 
official  gene  names.     These  features  enable  Genlnfo  to  serve  as  a  valuable 
data  resource  in  its  own  right  as  well  as  a  foundation  to  which  the  rapidly 
increasing  number  of  specialized  biology  databases  can  be  linked. 

The  Next  Generation     to^       u  f ;vt^4;  :  ^  5^  :-'^,;^ 

The  Unified  Medical  Language  System  (UMLS)  project  continues  as  a  long- 
term  NLM  research  and  development  effort  to  facilitate  retrieving  information 
from  multiple  computerized  sources  of  biomedical  information.     Such  sources 
include  descriptions  of  the  biomedical  literature,  clinical  records, 
databanks,  knowledge -based  systems,  and  directories  of  people  and 
organizations.    The  goal  of  the  project- -to  create  tools  that  can  establish  a 
link  between  the  user's  question  and  relevant  computerized  Information- -came  a 
step  closer  in  FY  1990  with  the  release  of  the  initial  versions  of  the 
Metathesaurus  and  the  Semantic  Network,  two  machine -readable  "knowledge 
sources"  developed  as  part  of  the  UMLS.  They  provide  relatively  modest, 
although  potentially  powerful,  enhancements  to  existing  machine -readable 
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biomedical  vocabularies  and  classifications.     They  will  grow  in  scope  and 
complexity  as  NLM  learns  about  the  experiences  of  those  who  are  now  attempting 
to  apply  these  first  versions  to  a  variety  of  information  problems. 

A  new  initiative  just  under  way  concerns  medical  images.     The  first 
"Visible  Human"  project  would  yield  a  computer  data  set  of  unprecedented 
detail  and  form  the  basis  for  a  virtually  unlimited  number  of  image  renderings 
of  the  human  body. 

The  medical  importance  of  such  work  comes  in  the  abilities  it  will  bring 
to  transmit  and  understand  medical  images  such  as  x-ray  studies  and 
computerized  tomographic  images,  and  the  new  capability  to  craft  prosthetic 
devices  that  are  customized  to  fit  the  precise  needs  of  an  individual 
patient's  hip,  knee,  or  mandible.     In  addition,  there  will  be  tremendous  gains 
In  teaching  anatomy,  and  doubtless  additional  gains  that  only  the  future  will 
reveal . 

The  usefulness  of  such  an  image  library  would  be  dependent  on  the 
existence  of  a  high-bandwidth  computer  network  capable  of  transmission  speeds 
thousands  of  times  faster  than  the  current  commercially  available  networks  ; 
that  provide  access  to  MEDLINE.     NLM  has  taken  leadership  role  for  medicine  in 
the  new  OSTP  multi- agency  High  Performance  Computing  and  Communications 
Program.     The  Federal  Coordinating  Council  on  Science  Engineering  and 
Technology  (FCCSET)  recommended  an  increased  expenditure  during  1992-97  within 
a  number  of  agencies  on  behalf  of  this  initiative.     Of  this,  an  additional 
$150  million  of  increased  expenditures  are  included  in  the  President's  budget 
for  FY  1992.     NLM's  portion  of  this  increase  is  $3  million.     A  part  of  this 
initiative  is  to  develop  a  National  Research  and  Education  Network,  a  sort  of 
computer  superhighway.     NLM's  is  the  only  biomedical  element  in  the 
Initiative.     NLM  is  to  help  the  American  research  and  then  the  medical 
practice  communities  to  prepare  for  the  major  changes  that  this  initiative 
will  bring  to  their  medical  practices,  to  the  expectations  patients  will  have 
for  up  to  date  modern  treatment,  and  for  the  actual  improvements  in  care  that 
the  new  network  will  make  possible. 

In  closing,     I  would  like  to  thank  you  and  the  Committee  for  your  support 
in  making  the  National  Library  of  Medicine  a  true  international  center  for 
biomedical  communications.     In  my  tenure  as  director,  you  have  steadfastly 
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protected  the  Integrity  of  the  Library's  collections  and  services  and  you  have 
supported  several  initiatives  important  to  the  future  of  American  medicine. 

Mr.  Chairman,  the  FY  1992  request  for  the  National  Library  of  Medicine  Is 
$100,554,000.     I  shall  be  pleased  to  answer  any  questions  you  may  have. 
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I  QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

I     Senator  Harkin.  Dr.  Lindberg,  thank  you  and  I  am  sorry  that  I 
have  to  leave.  This  is,  I  hope,  the  last  vote  of  the  day,  but  I  just 
I  did  not  want  to  hold  you  all  here  again. 

The  Library  of  Medicine  is  extremely  important.  This  committee 
I  supports  it  strongly.  I  do  have  some  questions  I  want,  ask  you 
about  Loansome  Doc  and  other  things,  but  we  will  do  it  in  writing 
and  find  out  more  about  that. 

Dr.  Raub,  thank  you  very  much.  Thank  all  of  you  for  your  kind 
patience  in  waiting  all  day.  This  was  informative  for  me.  I  look  for- 
ward to  working  with  you  this  year  and  beyond. 
Dr.  Raub. 

Dr.  Raub.  Thank  you,  sir.  As  always,  we  appreciate  your  detailed 
attention  and  support. 

Senator  Harkin.  Thank  you.  I  look  forward  to  working  with  you. 
Thank  you  all  very  much. 

[The  following  questions  were  not  asked  at  the  hearing,  but  were 
submitted  to  the  Department  for  response  subsequent  to  the  hear- 
ing:] 
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^     QUESTIONS  SUBMITTED  BY  THE  SUBCOMMITTEE 

OUTREACH 

Question.     For  a  number  of  years  the  Committee  has  urged  the 
National  Library  of  Medicine  to  increase  its  outreach  effort  to 
doctors  and  health  practitioners  in  rural  areas.     Your  budget 
request  includes  $6,183,000  for  outreach  activities,  an  increase  of 
$650,000  from  the  fiscal  year  1991  level. 

How  many  doctors  are  now  subscribed  to  Grateful  Med  and  how 
much  has  this  increased  since  last  year? 

Answer.     There  are  6,698  or  75%  of  the  doctors  who  have 
personal  accounts  for  searching  NLM's  online  system  that  use 
GRATEFUL  MED.     The  number  of  doctors  using  GRATEFUL  MED  to  search 
has  increased  53%  since  February  of  1990. 

Question.     What  has  your  research  shown  about  what  works  and 
what  doesn't  work  to  encourage  doctors  to  use  your  system? 

Answer.     Early  indications  are  that  the  special  Outreach 
projects  undertaken  by  individual  libraries  to  introduce  doctors 
and  other  health  professionals  in  rural  and  underserved  areas  to 
online  searching  via  Grateful  Med  will  be  particularly  successful. 
Some  30  contracts  were  awarded  to  institutions  such  as  community 
hospitals  to  provide  innovative  training  programs.  Other 
approaches  that  appear  to  work  include:     special  rates  that 
encourage  medical  students  to  begin  searching  while  in  medical 
school,   free  searching  to  allow  those  opening  accounts  to  become 
familiar  with  the  system,  free  Grateful  Med  demonstration  disks 
distributed  at  the  NLM  exhibit  booth  at  health  professional 
meetings,   toll  free  numbers  for  ordering  Grateful  Med  and  getting 
search  assistance,  and  articles  by  health  professionals  in  local 
newspapers  or  professional  journals  describing  the  usefulness  of 
Grateful  Med  searches.     Health  professionals  also  appreciate  the 
ability  to  use  credit  cards  to  purchase  Grateful  Med.  Special 
"master  account"  billing  for  all  individuals  searching  from  a 
single  institution  and  flat-rate  per  code  billing  experiments  have 
encouraged  institutions  to  obtain  large  blocks  of  search  codes  for 
the  health  professional  and  researchers  they  employ.     We  expect 
NLM's  new  "Clinical  Alert"  service  to  be  an  added  inducement  to 
doctors  to  become  online  searchers,  but  it  is  too  early  to  assess 
its  impact  on  system  use. 

NLM  has  found  that  advertisements  are  not  particularly 
successful  in  encouraging  doctors  to  use  Grateful  Med. 
Distribution  of  free  copies  of  Grateful  Med  and  designation  of 
specific  "free  online  use  days"  have  not  been  effective  with 
doctors  either. 

NEW  SERVICE 

...   '  'A 

Question.     You  have  started  a  new  service  this  year  called 
"Loansome  Doc."     What  is  this  new  service? 

Answer.     Loansome  Doc  is  a  new  feature  of  GRATEFUL  MED,  NLM's 
microcomputer  based  user- friendly  system  for  searching  NLM's 
MEDLARS  databases.     Through  software  enhancements  to  GRATEFUL  MED 
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and  DOCLINE,  NLM's  automated  interlibrary  loan  request  and  referral 
system,   individual  health  professionals  can  place  an  order  online 
for  a  photocopy  of  the  full  article  for  any  reference  retrieved  in 
a  GRATEFUL  MED  search.     Loansome  Doc  provides  a  valuable  link 
between  the  GRATEFUL  MED  user  and  a  medical  library.     From  the 
GRATEFUL  MED  menu,  a  user  may  select  the  Loansome  Doc  function, 
perform  a  search,  select  items  to  order,  and  send  the  orders  to  a 
previously  designated  medical  library.     Each  user  can  select  one  of 
three  delivery  methods  for  receipt  of  his  or  her  documents  (mail, 
fax  or  pickup).     Through  a  new  DOCLINE  function,  a  library  receives 
the  requests,   fills  them  if  the  items  are  available,  or  transfers 
the  requests  to  DOCLINE  where  they  will  route  to  a  library  that 
reports  owning  the  requested  documents. 

Loansome  Doc  is  intended  to  serve  all  health  professionals, 
not  just  those  currently  affiliated  with  a  medical  library.  It 
will  be  available  to  all  GRATEFUL  MED  (IBM)  users  by  January  1992.- 
A  phased  implementation  will  occur  beginning  in  May  1991  when 
Loansome  Doc  disks  will  be  sent  to  all  GRATEFUL  MED  users  in  the  - 
two  western  regions.     Additional  institutions  will  have  Loansome 
Doc  by  late  summer  or  fall,  1991. 

NEW  REGIONAL  LIBRARY  STARTED  IN  1991  a 

- 

Question.     I  understand  you  have  decided  to  increase  your 
regional  libraries  from  seven  to  eight.     Why  was  this  necessary? 
Why  was  the  new  regional  library  put  in  the  Northeast? 

Answer.     The  decision  to  increase  the  number  of  regions  and 
regional  medical  libraries  from  seven  to  eight  was  made  in  direct 
response  to  the  request  of  the  Congress  that  NLM  expand  its 
outreach  efforts  and  to  a  recommendation  of  the  Outreach  Planning  'i 
Panel  chaired  by  Dr.  Michael  DeBakey.     The  regional  medical  d 
libraries  (RML)  are  a  key  element  in  NLM's  strategy  to  reach  all 
U.S.  health  professionals,  and  particularly  those  in  rural  and 
inner  city  areas.     In  the  seven  region  configuration,  the  Northeast 
region  contained  10  states,  served  both  large  urban  centers,  such 
as  New  York  City,  and  isolated  rural  areas,  for  instance  upstate 
Maine,  and  had  the  largest  number  of  physicians,  dentists,  and 
nurses  of  any  of  the  seven  regions.     Dividing  this  area  into  two 
smaller  regions  will  enable  NLM  and  the  RMLs  to  intensify  efforts 
to  reach  these  health  professionals.     Contracts  for  the  new  eight 
region  configuration  are  expected  to  be  awarded  on  May  1,  1991. 

HIGH  PERFORMANCE  COMPUTING  PROGRAM 

Question.     Your  budget  includes  a  requested  increase  of 
approximately  three  million  dollars  for  a  new  program  for  high 
performance  computing.     I  understand  this  is  the  biomedical 
component  of  the  High  Performance  Computing  and  Communications 
initiative  proposed  by  the  President's  Office  of  Science  and 
Technology  Policy. 

How  will  this  program  assist  the  medical  community? 

Answer.     The  Office  of  Science  and  Technology  Policy  (OSTP) , 
and  its  Federal  Coordinating  Council  on  Science,  Engineering,  and 
Technology  (FCCSET)  Committee  on  Physical,  Mathematical,  and 
Engineering  Sciences  has  formulated  a  Presidential  initiative  for 
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High  Performance  Computing  and  Communications  (HPCC) ,  which  is  to 
begin  in  FY  1992.     There  is  a  groxving  impetus  for  strengthening  the 
capabilities  of  the  biomedical  community  in  high  performance 
computing  and  networking.     Grand  Challenges  in  biomedicine,   such  as 
the  analysis  of  the  human  genome,  prediction  of  biological 
structure  and  function  from  genetic  code,  and  rational  drug  desigr^, 
will  require  new  and  faster  computers,  advanced  software,  a 
national  research  and  education  computer  network,  and  expanded 
training  of  scientists  in  the  use  of  computer-based  tools.  The 
overall  FCCSET  plan  recommends  additional  resources  for  NLM  to 
address  these  Grand  Challenges  in  biomedicine  as  part  of  this 
multi-agency  coordinated  initiative.     NLM's  plans  include 
applications  in  molecular  biology  computing,  creation  and 
transmission  of  digital  electronic  images,   the  linking  of  academic 
health  centers  via  computer  networks,  the  creation  of  advanced 
methods  to  retrieve  information  from  life  sciences  databases,  and 
training  in  biomedical  computer  sciences.     In  years  to  come  the 
HPCC  and  what  it  creates  will  be  of  enormous  importance  to 
medicine.     At  the  moment,  medicine  is  a  tiny  part  of  the  HPCC. 

Specifically,  NLM  will  expand  its  grants  program  to  connect 
medical  institutions  to  the  high  speed  network  and  to  train 
scientists  in  the  use  of  new  computer  capabilities.     The  Library 
will  proceed  with  a  "Visible  Human"  project  that  will  result  in  the 
ability  to  compute,  display,  and  transmit  the  enormous  amount  of 
digital  information  that  comprise  three-dimensional  images  of  the 
human  body  at  millimeter- level  resolution.     The  availability  of 
such  a  tool  will  have  significant  implications  for  medical 
education,  research,  and  practice. 

NLM  will  also  make  its  databases  available  over  the  evolving 
high-speed  research  network.     In  order  to  facilitate  linkages 
between  dissimilar  databases,  the  Library  will  accelerate 
development  of  the  Unified  Medical  Language  System,  a  research 
effort  to  build  computer  systems  which  "understand"  medical 
concepts  and  overcome  differences  in  terminology. 

Lastly,  NLM  will  expand  its  development  of  advanced  software 
and  biotechnology  information  retrieval  methods  and  the 
implementation  of  the  "backbone"  sequence  database  of  molecular 
structure  that  will  contain  key  linkages  to  the  scientific 
literature  and  to  existing  biological  databanks.     This  database, 
called  Genlnfo,  will  be  made  available  to  researchers  over  the 
high- speed  computing  network  being  expanded  under  the  HPCC 
Initiative. 

Question.     Why  should  it  be  located  at  the  National  Library  of 
Medicine? 

Answer.     Within  the  Department  of  Health  and  Human  Services, 
the  focal  point  for  the  HPCC  Program  is  the  National  Institutes  of 
Health  and,  specifically,  NLM.     The  NLM  has  a  long  and  productive 
history  of  innovation  in  the  use  of  computers  and  computer 
networks.     In  1964,  NLM  created  MEDLARS  to  automate  Index  Medicus. 
MEDLINE  (MEDLARS  On-Line)  was  the  world's  first  large-scale 
successful  online  bibliographic  system,  and  the  first  international 
telecommunications -based  science  information  network.     The  success 
of  MEDLARS  and  MEDLINE  was  a  milestone  in  the  evolution  of  modern 
libraries. 
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The  work  currently  underway  in  NLM's  Lister  Hill  National 
Center  for  Biomedical  Communications  and  National  Center  for 
Biotechnology  Information  in  artificial  intelligence,  digital 
imaging,  high  speed  networking,   and  computational  molecular  biology 
is  equally  progressive  today.     In  addition,  Nlit's  grants  program 
supports  the  acquisition  of  sophisticated  computer  resources  needed 
to  conduct  research  in  artificial  intelligence  (AI) ,  as  well  as  the 
research  of  individual   investigators  applying  these  AI  tools  to  the 
development  of  medical  decision-support  systems.     The  Integrated 
Academic  Information  Management  System  (lAIMS)  Program  is  a  forward 
looking  NLM  innovation  that  supports  the  development  and  testing  of 
alternative  models  for  linking  diverse  computer  resources  and 
databases  on  the  campuses  of  the  nation's  academic  health  science 
centers.     The  need  for  personnel  to  carry  out  the  above  research 
and  to  staff  the  lAIMS  institutions,  for  example,  individuals 
cross  -  trained  in  biomedicine  and  contemporary  information 
technology,   is  addressed  by  NI-M's  modic.il  informatics  training 
grants  program.     Additional  funding  for  NIH  through  the  HPCC 
initiative  is  an  investment  that  will  allow  these  intramural  and 
extramural  programs  to  reach  their  full  potential. 

AGENCY  FOR  HEALTH  CARE  POLICY  AND  RESEARCH  .5. 

Question.     Under  Section  6103(a)  of  the  Omnibus  Budget 
Reconciliation  Act  (OBRA)  of  1989,  Congress  directed  NLM  to  provide 
for  the  timely  dissemination  of  information  and  to  establish  an 
information  center  on  health  care  technology  assessment.  What 
progress  have  you  made  in  the  accomplishment  of  these  directives, 
and  what  needs  to  be  done  to  fully  achieve  this  directive? 

Answer.     In  response  to  this  legislation,  NLM  has  entered  into 
an  interagency  agreement  with  the  Agency  for  Health  Care  Policy  and 
Research  (AHCPR)  to  improve  information  services  in  the  field  of 
health  services  research,  including  technology  assessment.     As  a 
result  of  this  agreement,   the  Library  has: 

(1)  established  a  new  Office  of  Health  Services  Research 
Information  that  is  currently  providing  special 
literature  searches  and  back-up  document  delivery 
service  for  the  AHCPR  panels  charged  with  developing 
practice  guidelines; 

(2)  begun  to  enhance  coverage  of  health  services  research, 
including  technology  assessment,  in  the  NLM  collection, 
its  Medical  Subject  Headings,  and  its  online  databases 
of  indexed  citations  and  abstracts; 

(3)  initiated  a  research  and  development  project  to  make 
the  full -text  of  approved  guidelines  available  to  users 
of  NLM's  online  services; 

(4)  begun  expanding  the  UMLS  Knowledge  Sources  to  make  them 
more  useful  to  health  services  researchers; 

(5)  developed  a  special  workshop  and  training  materials 
designed  to  inform  health  services  researchers  of  the 
utility  of  NLM's  current  online  services; 
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NLM  and  AHCPR  have  established  a  joint  working  group  of 
experts  in  the  field  of  health  services  research  to  assist  NLM  with 
some  of  these  projects.     The  Institute  of  Medicine  is  assisting  NLM 
and  AHCPR  by  conducting  a  study  of  information  needs  related  to 
health  services  research,   including  technology  assessment,  and  by 
recommending  new  or  expanded  services  that  NLM  should  provide  to 
meet  these  needs. 

NLM  is  making  good  progress  toward  the  goals  outlined  in  the 
legislation  at  the  level  possible  with  the  funding  (two  million 
dollars  per  year)  provided  by  AHCPR  under  interagency  transfer. 

PAPERWORK  REDUCTION  ACT 

Question.     What  is  the  current  status  of  discussions  over 
possible  changes  to  the  Paperwork  Reduction  Act  that  you  have  felt 
would  have  an  adverse  impact  on  quality  control  of  your  databases? 

Answer.     Before  Congress  adjourned  in  the  fall,  the  Senate 
included  the  House -passed  changes  to  the  Paperwork  Reduction  Act 
that  concerned  us,  but  added  a  specific  exclusion  for  the  NLM.  The 
exclusion  would  have  permitted  the  NLM  to  continue  licensing 
arrangements  that  provide  for  important  quality  controls.  The 
proposal  did  not  pass,  however,  we  understand  a  new  bill  will  be 
introduced  in  this  Congress. 

Whether  the  new  bill  will  contain  an  exclusion  for  the  NLM  is 
unknown.     This  continues  to  be  a  major  concern  for  us.  Without 
appropriate  controls,  the  integrity  of  the  MEDLARS  databases  will 
be  compromised,  and  the  quality  of  a  remarkable  medical  resources 
will  suffer. 

A  INFORMATION  SYSTEMS 

Question.     Information  Systems  are  becoming  increasingly 
sophisticated  and  more  accessible,  with  a  move  to  full -text 
retrieval  in  many  areas.     Do  you  encounter  policy  disputes  with  the 
medical  publishing  industry  over  access  to  and  payment  for  their 
material? 

Answer.     NLM  does  not  currently  provide  full- text  retrieval  of 
commercially  published  books  and  journals.     Our  current  projects  in 
this  area  are  limited  to  collaboration  with  one  commercial  and  one 
university  publisher  in  the  development  of  systems  for  creating, 
updating,  and  searching  online  textbooks  and  experimentation  with 
online  retrieval  of  the  full-text  of  clinical  practice  guidelines 
that  are  in  the  public  domain. 

CHEMICAL  EMERGENCIES 

Question.     You  have  a  number  of  databases  relating  to 
chemical,  environmental,  and  hazardous  substances  information,  and 
some  of  them  are  quite  complex  in  their  format.     How  easy  is  it  for 
individuals  and  organizations  to  access  this  information, 
particularly  those  who  may  be  dealing  with  hazardous  chemical 
emergencies? 

Answer.     NLM,   in  collaboration  with  the  Agency  for  Toxic 
Substances  and  Disease  Registry,  has  developed  a  special 
microcomputer  workstation  to  facilitate  retrieval  of  critical 
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information  in  chemical  emergency  situations.     Locally  stored  files 
on  emergency  medical  treatment  and  the  properties  of  hazardous 
chemicals,  as  well  as  specially  developed  search  software  make 
information  retrieval  from  the  workstation  easy  after  a  minimum 
amount  of  training.     NLM  has  collaborated  with  the  Agency  for  Toxic 
Substances  and  Disease  Registry  to  provide  "train  the  trainers" 
courses  in  36  states. 

To  simplify  searching  for  the  untrained  or  occasional  user,  NLM 
is  developing  menu  searching  for  some  databases  on  its  TOXNET  system. 
Also,  PC-based  tutorials  and  other  training  aids  have  been  developed 
for  new  users.     This  is  not  yet  by  any  means  perfect. 

While  NLM's  popular  PC-based  access  software  GEIATEFUL  MED  has 
been  developed  primarily  for  MEDLINE,   it  should  also  be  improved  to 
facilitate  searching  chemical  and  toxicological  databases  such  as 
ChemID,  CHEMLINE,  TOXLINE  and  TOXLIT.     We  have  not  had  sufficient  . 
resources  to  allocate  these  improvements.     We  hope  to  find  the 
means  in  the  next  1-2  years. 

OUTREACH 

Question.     Last  year  this  Committee  added  substantial  funds  to 
expand  NLM's  outreach  initiative,  particularly  in  rural  areas.  Has 
this  increased  access  to  health  professionals  in  remote  areas,  and 
what  plans  do  you  have  to  improve  services? 

Answer.     It  has  become  evident  that  large  numbers  of  health 
professionals  do  not  have  easy  access  to  biomedical 
information- -because  of  geographic  isolation,  non-affiliation  with 
a  hospital  or  medical  school  library,  or  lack  of  information  about 
NLM's  products  and  services. 

With  the  increased  funding  available  for  outreach,  we  have 
identified  institutions  and  individuals  to  help  us  reach  out  to 
these  underserved  health  professionals.     Libraries  in  our  own 
Regional  Medical  Library  hetwork  as  well  as  other  institutions  have 
stepped  forward  in  response  to  NLM  solicitations  for  help.     It  is  ^ 
clear  that  within  the  population  of  health  professionals  in 
underserved  areas,   there  is  a  sub-group  of  health  professionals 
serving  minority  populations  who  have  a  special  set  of  problems  in 
accessing  information.     NLM  has  geared  a  special  set  of  initiatives 
to  these  minority  communities.     Results  of  these  outreach 
initiatives  include: 

Extensive  efforts  to  train  physicians  and  other  health 
professionals  on  the  use  of  GRATEFUL  MED  in  50  communities  in  32 
states.     For  example,  health  professionals  residing  in  15  non-urban 
southern  Iowa  counties  that  do  not  contain  a  health  science 
library,  are  being  trained  in  the  use  of  GRATEFUL  MED  at  their 
local  community  hospitals  by  an  NLM- funded  trainer.     This  project, 
and  others  like  it,  are  being  accomplished  through  special 
demonstration  projects  at  the  Regional  Medical  Libraries  and  awards 
to  individual  small- to-medium  sized  libraries  in  the  network,  with 
an  emphasis  on  libraries  in  rural  and  inner  city  areas. 

Faster  and  easier  access  to  documents  identified  in  online 
searches.     For  those  health  professionals  who  are  not  affiliated 
with  a  medical  library,  LOANSOME  DOC,  NLM's  new  link  between  the 
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GRATEFUL  MED  user  and  a  network  library,  allows  electronic  ordering 
of  documents , 

Demonstration  projects  in  the  Rio  Grande  Valley  of  South  Texas 
and  Meharry  Medical  College  in  Tennessee  to  identify  impediments  to 
use  and  test  innovative  strategies  for  improving  access  among 
health  professionals  in  geographically  isolated  areas,  including 
the  use  of  a  circuit  librarian  (Rio  Grande  Valley)  and  training 
residents  in  GRATEFUL  MED  use,  who  will  go  on  to  train  their 
preceptors  (Meharry).    A  total  of  18  outreach  projects  have  a 
minority  focus. 

Continuing  efforts  to  publicize  the  programs  and  services  of 
the  Library.     Publicity  activities  are  targeted  both  to  health 
professionals  and  to  general  audiences,  and  include  exhibits  at 
meetings  as  well  as  training  kits,  press  releases,  videos,  and  a 
campaign  to  inform  dental  professionals  about  the  benefits  of 
GRATEFUL  MED. 

These  institutions  that  are  collaborating  with  us  now 
represent  the  most  needy,  and  the  projects  are  now  being 
undertaken. 

i  ,,  HIGH  PERFORMANCE  COMPUTING  PROGRAM 

Question.  What  is  NLM  doing  to  ensure  the  participation  of 
biomedicine  in  Federal  high  performance  computing  and  networking 
initiatives? 

Answer.     NLM  has  taken  a  leadership  role  for  medicine  in  the 
new    Presidential  High  Performance  Computing  and  Communications 
Program.     A  part  of  this  multi- agency  initiative  is  to  develop  the 
National  Research  and  Education  Network,  a  sort  of  computer 
superhighway.     High  performance  computers  and  high-speed  computer 
networks  are  key  technologies  for  the  future  of  biomedical  science 
and  its  applications.     Within  the  Department  of  Health  and  Human 
Services,  the  focal  point  of  the  HPCC  program  is  the  NLM.     NLM  is 
the  only  biomedical  element  in  the  initiative;  its  role  is  to 
provide  applications  for  this  advanced  technology  and  to  help  the 
biomedical  research  and  medical  practice  communities  prepare  for 
the  major  changes  that  this  initiative  will  bring  to  their  medical 
practices,  to  the  expectations  patients  will  have  for  up  to  date 
modern  treatment,  and  for  the  actual  improvements  in  care  that  the 
new  network  will  make  possible. 

Question.     What  will  be  the  potential  impact  on  health  care 
for  the  Nation? 

Answer.     Activities  already  underway  at  NLM  which  would 
benefit  greatly  from  association  with  this  initiative  include 
molecular  biology  computing,  creation  and  transmission  of 
electronic  images,  the  linking  of  academic  health  centers  via 
computer  networks,  the  creation  of  "intelligent  gateways"  to 
retrieve  information  from  multiple  life  sciences  databases,  and 
expanded  training  in  biomedical  computer  science. 

Question.     The  President's  Budget  contains  three  million  for 
this  initiative,  but  how  much  did  the  Federal  Coordinating  Council 
for  Science,  Engineering,  and  Technology  actually  recommend? 
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Answer.  The  FCCSET  budget  recommends  a  $16.5  million  increase 
for  these  programs  in  FY  92  and  $19.5  million  in  FY  93. 

CLINICAL  ALERT  SYSTEM 

Question.     The  Congress  is  pleased  to  see  that  the  NIH  has 
instituted  a  clinical  alert  system  whereby  the  medical  community  is 
notified  of  major  results  of  clinical  trials  prior  to  formal 
publication.     What  is  NLM's  role  here? 

Answer.     Once  an  NIH  Institute  director  and  the  NIH  Director's 
Office  have  determined  that  expedited  release  of  findings  from  a 
clinical  trial  could  affect  morbidity  or  mortality,  NIH  employs  a 
variety  of  mechanisms  to  announce  the  findings  including  press 
conferences,  press  releases,  and  use  of  the  National  Library  of 
Medicine's  online  services  and  the  Regional  Medical  Library 
Network.     The  responsible  Institute  provides  NLM  with  a  several 
page  statement  of  the  important  findings  as  well  as  a  short  summary 
of  the  key  points.     NIH  immediately  puts  the  summary  "clinical 
alert"  message  on  its  online  system,  giving  a  telephone  number  that 
users  may  call  to  request  a  copy  of  the  complete  statement.  The 
Library  also  faxes  or  electronically  disseminates  the  complete  text 
of  the  "clinical  alert"  to  138  major  medical  libraries  and  mails 
the  complete  text  to  more  than  3,000  Regional  Medical  Library 
Network  members,   including  libraries  in  hospitals  nationwide. 
These  libraries  in  turn  disseminate  the  "clinical  alert"  to  other 
clinical  care  facilities,  research  centers,  and  professional  groups 
in  their  geographic  areas. 

These  NLM  actions  in  disseminating  clinical  alert  information 
are,  of  course,   in  addition  to  the  other  dissemination  means 
selected  by  the  relevant  institute;  for  example  press  conferences, 
mailing  of  letters  to  professional  societies  when  appropriate,  etc. 

Thus  far,  NLM  has  received  uniformly  encouraging  reports  from 
the  field.     In  many  cases  the  medical  librarians  have  reported  that 
they  were  able  to  contact  the  appropriate  clinicians  in  their 
medical  centers,  and  often  reported  that  the  clinical  alert 
information  was  useful  to  the  clinician  and  had  not  reached  him  or 
her  by  other  means. 

PAPERWORK  REDUCTION  ACT 

Question.     In  our  report  last  year  we  indicated  our  serious 
concern  with  the  proposed  Paperwork  Reduction  Act  provisions  that 
could  have  jeopardized  NLM's  cost  recovery  mechanisms  and  the 
quality  of  the  databases.     Has  that  matter  been  adequately 
resolved? 

Answer.  The  matter  is  not  resolved,  and  it  continues  to  be  a 
major  concern. 

Question.  If  not,  what  is  needed  to  protect  NLM's  reasonable 
policies? 

Answer.     Before  Congress  adjourned,  the  last  version  of  the 
Paperwork  Reduction  Act  proposal  did  contain  a  specific  exclusion 
for  the  NLM.     The  proposal  did  not  pass,  however,  we  understand  a 
new  bill  will  be  introduced  in  this  Congress . 
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To  protect  NLM's  reasonable  prices  and  ensure  the  quality  of 
its  databases,  the  NLM  needs  either  an  exclusion  in  the  Paperwork 
Reduction  Act  itself,  or  specific  authority  in  the  basic  NLM  Act  to 
enter  into  license  agreements  that  provide  for  quality  control  and 
full  recovery  of  access  costs. 

AGENCY  FOR  HEALTH  CARE  POLICY  AND  RESEARCH 

Question.     What  is  the  status  of  NLM  collaboration  with  the 
Agency  for  Health  Care  Policy  and  Research  (AHCPR)  to  provide 
information  services  in  the  field  of  health  services  research?  How 
are  these  activities  being  funded? 

Answer.     In  response  to  the  December  1989  legislation  that 
created  the  AHCPR,  AHCPR  and  NLM  have  entered  into  an  interagency 
agreement  to  improve  information  services  in  the  field  of  health 
services  research.     As  a  result  of  this  agreement,  the  Library  has: 

(1)  established  a  new  Office  of  Health  Services  Research 
information  that  is  currently  providing  special 

r  ;       -   literature  searches  and  back-up  document  delivery  service 
. r:      for  the  AHCPR  panels  charged  with  developing  practice 
guidelines ; 

(2)  begun  to  enhance  coverage  of  health  services  research  in 
the  NLM  collection,   its  Medical  Subject  Headings,  and  its 

;         -  online  databases  of  indexed  citations; 

(3)  initiated  a  research  and  development  project  to  make  the 
full-text  of  approved  guidelines  available  to  users  of 
NLM's  online  services; 

(4)  begun  expanding  the  Unified  Medical  Language  System 
^        (UMLS)  Knowledge  Sources  to  make  them  more  useful  to 

health  services  researchers; 

(5)  developed  a  special  workshop  and  training  materials 
designed  to  inform  health  services  researchers  of  the 
utility  of  NLM's  current  online  services. 

The  Institute  of  Medicine  is  assisting  NLM  and  AHCPR  by 
conducting  a  study  of  information  needs  related  to  health  services 
research,   including  technology  assessment,  and  by  recommending  new 
or  expanded  services  that  NLM  should  provide  to  meet  these  needs. 

Under  the  terms  of  its  legislation,  AHCPR  is  authorized  to 
support  NLM's  health  services  research  information  program  through 
FY  1992.     AHCPR  is  providing  support  to  NLM  at  the  level  of  about 
$1,000,000  per  year. 


QUESTIONS  SUBMITTTED  BY  SENATOR  DALE  BUMPERS 

NATIONAL  RESEARCH  AND  EDUCATION  NETWORK 

Question.     Three  million  dollars  of  your  1992  budget  have 
been  earmarked  for  advancements  in  the  National  Research  and 
Education  Network  (NREN)  efforts  of  NLM,  one-quarter  of  which  is  to 
be  spent  on  connecting  medical  institutions  with  the  NREN  network 
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and  the  rest  of  which  is  to  be  "apportioned  among  other  performance 
computing  projects." 

Would  you  please  specify  what  some  of  these  "related" 
projects  are? 

Answer.     There  is  a  growing  impetus  for  strengthening  the 
capabilities  of  the  biomedical  community  in  high  performance 
computing  and  networking.     Grand  challenges  in  biomedicine,  such  as 
the  analysis  of  the  human  genome,  prediction  of  biological 
structure  and  function  from  genetic  code,  and  rational  drug  design, 
will  require  new  and  faster  computers,  advanced  software,  a 
national  research  and  education  computer  network,  and  expanded 
training  of  scientists  in  the  use  of  computer-based  tools.  The 
overall  FCCSET  plan  recommends  additional  resources  for  NLM  to 
address  these  Grand  Challenges  in  biomedicine  as  part  of  this 
multi-agency  coordinated  initiative.     Three  million  dollars  has 
been  made  available  to  NLM  for  this  High  Performance  Computing 
initiative  in  FY  1992,     The  National  Research  and  Education  Network 
(NREN)  is  one  component  of  the  overall  FCCSET  plan.     NLM's  related 
HPCC  plans  include  applications  in  molecular  biology  computing, 
creation  and  transmission  of  digital  electronic  images,   the  linking 
of  academic  health  centers  via  computer  networks,  the  creation  of 
advanced  methods  to  retrieve  information  from  life  sciences 
databases,  and  training  in  biomedical  computer  sciences. 

Question.  Do  any  of  these  planned  projects  involve  the 
medical  or  health  science  libraries  or  librarians  in  the  NREN 
network? 

Answer.     A  major  portion  of  NDl's  HPCC  effort  will  be  in 
assisting  and  encouraging  biomedical  and  health  care  institutes  to 
attach  to  and  use  new  high  speed  networks  and  additional  national 
information  resources.     In  the  case  of  major  medical  centers,  the 
medical  librarians  are  already  central  to  the  institutions  planning 
for  information  systems.     The  lAIMS  grant  sites  are  examples  of 
this.     We  also  plan  for  experimental  sites  in  rural  areas  and  areas 
serving  minority  or  otherwise  underserved  populations.     In  such 
cases,  NLM  will  continue  to  work  through  the  Regional  Library 
Network  realizing  that  most  hospitals  do  not  have  medical 
librarians  on  staff. 

Question.     NLM's  budget  proposal  expresses  the  clear 
intention  to  use  the  NREN  network  to  improve  health  care 
practitioners'  direct  access  to  GRATEFUL  MED.     While  this  effort  is 
laudable,   it  appears  to  have  certain  limitations,  as  practitioners 
are  sometimes  intimidated  by  the  technology  and  may  not  use  it  to 
its  fullest  capacity.     In  order  to  maximize  the  NREN  program's 
capabilities,  what  steps  are  you  taking  to  involve  health  science 
libraries  and  librarians  in  your  NREN  efforts? 

Answer.     The  DeBakey  Outreach  Panel  calls  for  the  Regional 
Medical  Libraries  to  serve  as  NLM's  "field  force"  for  introducing 
health  care  practitioners  to  the  products  and  services  available 
through  the  NLM. 

Question.     What  will  be  the  impact  of  this  expanded  outreach 
effort  on  health  sciences  libraries  and  librarians? 
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Answer.     The  NREN  will  provide  faster,  better  access  to 
national  information  sources  for  the  libraries  in  the  RML  network. 

Question.     Will   t;;here  be  increased  outreach  funds  available 
for  the  institutions  which  become  part  of  the  NREN  program? 

Answer.     NLM's  efforts  to  improve  health  care  practitioners' 
access  to  biomedical  information,   including  access  to  GRATEFUL  MED, 
are  being  carried  out  through  the  Regional  Medical  Library  network, 
a  national  network  of  over  3,000  health  science  libraries. 


Question.     Will  any  of  the  NREN  funds  be  used  for  training  or 
retraining  of  health  science  librarians? 

Answer.     Under  the  HPCC  initiative,   the  Library's  recently 
released  RFA  announcement  for  grant  support  to  informatics  training 
centers  at  a  variety  of  academic  health  science  institutions 
specifically  provides  for  the  inclusion  of  medical  librarians  who 
may  avail  themselves  of  these  training  opportunities. 

...  OUTREACH 

Question.     In  1989  NLM  widely  publicized  the  recommendations 
of  its  outreach  planning  panel.     If  those  recommendations  had  been 
enacted  and  fully  funded,  the  1991  outreach  funding  level  would 
have  been  around  $35  million.     What  is  the  current  outreach  funding 
level? -  ,4  ..f.:;,  :s-iCij.  ■.•:"r  <s■^i^s■■ 

Answer.     NLM's  FY  1992  budget  request  includes  approximately 
$6.2  million  for  outreach  activities.     These  funds  will  be  utilized 
to  support  the  Regional  Medical  Libraries;  hospital  access, 
training  and  demonstration  grants;  and  the  development  of 
information  projects  and  services. 

Question.     Considering  the  DeBakey  panel  recommendations  and 
the  fact  that  outreach  has  been  a  high  priority  for  NLM  in  the 
past,  why  does  the  budget  request  for  outreach  reflect  funding  for 
activities  at  current  services  level?     Does  this  reflect  a  shift  in 
priorities  for  NLM  away  from  outreach? 

Answer.     Outreach  continues  to  be  NLM's  highest  priority. 
NLM  continues  to  invest  both  Its  fiscal  and  intellectual  resources 
not  only  to  acquiring  scientific  information  but  in  devising  new 
and  more  efficient  and  effective  methods  for  making  it  readily 
available  to  the  health  and  science  community.     NLM  is  in  complete 
accordance  with  the  stated  Congressional  position  that  the  benefits 
of  our  nation's  investment  in  biomedical  research  can  be  maximized 
only  if  there  are  effective  channels  for  disseminating  research 
results.  • 

Budgetary  constraints  limited  NLM's  ability  to  substantially 
increase  resources  earmarked  for  outreach  activities.  The  FY  1992 
budget  request  of  $6,183,000  for  outreach  does,  however,  include  a 
modest  increase  of  $429,000  over  current  services  for  outreach. 

Question.     What  specific  outreach  activities  did  you  initiate 
last  year  to  respond  to  the  increase  in  funding  that  the  Congress 
provided  which  was  above  the  President's  1991  budget  request? 
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Answer.     Large  numbers  of  health  professionals  in  our  nation 
do  not  have  easy  access  to  biomedical  Information- -because  of 
geographic  Isolation,  non-af filiation  with  a  hospital  or  medical 
school  library,  or  lack  of  Information  about  NLM's  products  and 
services.     With  the  Increased  funding  available  for  outreach,  we 
have  Identified  Institutions  and  Individuals  to  help  us  reach  out 
to  these  underserved  health  professionals;  libraries  In  our  own 
Regional  Medical  Library  network  have  stepped  forward,  as  well  as 
other  institutions,  in  response  to  NLM  solicitations  for  help.  It 
is  clear  that    within  the  population  of  health  professionals  in 
underserved  areas,  there  is  a  sub-group  of  health  professionals 
serving  minority  populations  who  have  a  special  set  of  problems  in 
accessing  information.     NLM  has  geared  a  variety  of  new  outreach 
initiatives  to  these  rural  and  minority  communities.     Results  of 
these  outreach  initiatives  include: 

Extensive  efforts  to  train  physicians  and  other  health 
professionals  on  the  use  of  GRATEFUL  MED  in  50  communities  in  32 
states.     This  is  being  accomplished  through  special  projects  at  the 
Regional  Medical  Libraries,  and  awards  to  individual 
small- to -medium  sized  libraries  in  the  network,  with  an  emphasis  on 
libraries  In  rural  and  inner  city  areas. 

Faster  and  easier  access  to  documents  identified  in  online 
searches.     For  those  health  professionals  who  are  not  affiliated 
with  a  medical  library,  LOANSOME  DOC,  NLM's  new  link  between  the 
GRATEFUL  MED  user  and  a  network  library,  allows  electronic  ordering 
of  documents . 

Demonstration  projects  in  the  Rio  Grande  Valley  of  South 
Texas  and  Meharry  Medical  College  in  Tennessee  to  identify 
Impediments  to  use  and  test  innovative  strategies  for  improving 
access  among  health  prof esrslonals  serving  predominantly  minority 
populations  in  geographically  Isolated  areas,   including  the  use  of 
a  circuit  librarian  (Rio  Grande  Valley)  and  training  residents  in 
GRATEFUL  MED  use,  who  will  go  on  to  train  their  preceptors 
(Meharry).     A  total  of  18  outreach  projects  have  a  minority  focus. 

A  new  initiative  in  NlM's  Toxicology  Information  Program 
(TIP)  is  aimed  at  establishing  a  mechanism  which  would  strengthen 
the  capacity  of  historically  black  colleges  and  universities  to 
train  medical  and  other  health  professionals  in  the  use  of 
toxlcologlcal ,  environmental,  and  occupational  information 
resources  developed  at  NLM.     This  audience  represents  a  group  that 
would  otherwise  not  get  exposure  to  these  valuable  information 
sources  and  also  is  considered  one  of  the  high  priority  groups 
within  NLM's  outreach  efforts. 

Continuing  efforts  to  publicize  the  programs  and  services  of 
the  Library.     Publicity  activities  are  targeted  both  to  health 
professionals  and  to  general  audiences,  and  include  exhibits  at 
meetings  as  well  as  training  kits,  press  releases,  videos,  and  a 
campaign  to  Inform  dental  professionals  about  the  benefits  of 
GRATEFUL  MED.   

These  institutions  that  are  collaborating  with  us  now 
represent  the  most  needy,  and  the  projects  are  now  being 
undertaken. 
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Question.     Both  the  Long  Range  Planning  Panel  and  the  DeBakey 
report  recommend  increased  training  and  retraining  for  health 
sciences  librarians.     However,   the  NLM  budget  justification  appears 
to  place  primary  emphasis  training  in  medical  informatics  and 
biotechnology  information  in  the  disciplines  of  molecular  biology 
and  genetics.     Please  comment. 

Answer,     Both  the  1987  NLM  Long  Range  Plan  and  the  recent 
DeBakey  Outreach  Report  recommended  training  health  science 
librarians  in  the  use  of  computer  technologies  in  medicine.  This 
is  still  of  great  interest  to  NLM,     As  NLM  was  beginning  to 
formulate  the  issues  for  a  planning  panel  on  the  training  of 
medical  librarians,   the  Medical  Library  Association  convened  a 
Knowledge  and  Skills  Task  Force,     This  Task  Force  is  attempting  to 
define  the  knowledge  and  skills  required  of  the  health  science 
librarians  of  the  future,  and  the  educational  policies  which  will 
assure  the  maintenance  of  those  abilities  throughout  a  professional 
career.     The  findings  of  this  Task  Force  will  be  an  important  input 
into  the  NLM  planning  process .     NLM  has  been  kept  regularly 
apprised  of  the  progress  of  the  Task  Force  and  intends  to  convene 
its  own  planning  panel  of  health  professionals,   librarians,  and 
other  information  professionals  following  the  issuance  of  the  Task 
Force  Report.     Meanwhile,  NLM  continues  to  address  the  problem  that 
there  are  not  adequate  numbers  of  persons  in  biomedical  fields, 
including  medical  librarianship ,  who  have  had  training  in  the  use 
of  modern  computer  and  communications  systems.     Such  training  is 
supported  through  medical  informatics  training  grants .     This  is  a 
key  concept  of  the  HPCC  initiative. 

Question.     The  Integrated  Academic  Information  Management 
System  (lAIMS)  Program  appears  to  incorporate  some  of  the  goals  of 
the  NREN  project;  does  the  President's  budget  request  reflect  an 
increase  over  1991  funding  for  lAIMS  grants? 

Answer.     The  lAIMS  program  is  completely  compatible  with  the 
NREN  concepts.     Indeed  in  many  ways  it  directly  exceeds  these 
ideas.     The  lAIMS  program  is  directed  toward  the  institution-wide 
use  of  communications  and  information  processing  techniques  to  link 
and  relate  library  systems  with  individual  and  constituent  data 
bases  and  files     --  inside  and  outside  the  institution  --  for 
patient  care,  research,  education  and  administration.     The  goal  is 
to  create  an  organizational  mechanism  within  health  institutions  to 
manage  biomedical  knowledge  more  effectively,  and  to  provide  for  a 
system  of  comprehensive  information  access.     This  is  indeed  in  line 
with  the  goals  of  the  High  Performance  Computing  Program.  Funding 
for  lAIMS  is  sufficient  to  maintain  the  same  level  of  funding  as  in 
FY  1991. 

SUBCOMMriTEE  RECESS 

Senator  Harkin.  Thank  you.  The  subcommittee  will  stand  in  re- 
cess until  9:30  a.m.,  Tuesday,  March  19,  when  we  will  meet  in  SD- 
192  to  hear  from  the  Department  of  Education. 

[Whereupon,  at  5:36  p.m.,  Thursday,  March  14,  the  sub- 
committee was  recessed,  to  reconvene  at  9:30  a.m.,  Tuesday,  March 
19.] 
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